No.F.4-1/2024-MD (M-65)
Government of Pakistan

Ministry of National Health Services, Regulations & Coordination
Drug Regulatory Authority of Pakistan

aEEEE

Islamabad the 1 April 2024

Subject:- FE G T1 F T
= ol | D EN N

IMPORT — SUBMISSION OF DEFICIENT INFORMATION/DOCUMENTS THEREOF,

The applications of following applicants were considered by Medical Device Board (MDB) in its 65
meeting held on 25" & 26™ January, 2024 and Board deferred these applications being deficient of the
information/documents as specified in last column (V) of the Table below:-

S# | Firm Details | Manufacturer Details | Name of Medical ] Decision of MDB
Device/ Class/Shelf life /
Codes etc
i (11} (111} (IV) (V)
L M's Biologic | Legal Manufacturer Huntleigh Sonicaid | Deferred for submission of the
Medical & Site: Team 3 following: -
Swstems, Huntleigh Healtheare Fetal Monitor
Karachi. Lid. 35 Portmanmoor » Valid notarized Letter of Authorization
road, Cardiff CF24 Codes & Sizes: TEAM {LOA)
Copy of FSC issued by | gporeire . NA * Apply separately for TEAM 31 with
MHRA dated 28-01- | plo oo fresh application & fee.
2019, e
Copy of 150 13485 [ Date of Application: 27-
valid upto 30-04-2022 | 02-2020
Copy of EC/FQA
Certificate valid upto
30-09-2020.
LOA valid upto 11-02-
2021
3 Mis  Cardio | Legal Manufacturer: | Protibond Deferred for submission of the
Life,  House | M/s CPT Sutures Co., Polvester Mon- | following: -
No, 534, | Lud, 83 Hai Ba absorbable Surgical
Ground Floor | Trung,Ben Nghe Ward | Suture * Valid embassay attested Free Sale
Lane 1.Main | District 1, No Chi Minh | Codes & Sizes: Certificate of reference couniry or
Khayaban e | City, Vietnam. Class-D valid notarized copy of EC/FQA.
Tanveer, Manufacturing 3 =
Scheme 3 | Facility Shelf Life :5 years * Valid Notarized Design Examination
Rawalpindi 8 Dao Tri, Phu Thuan Certificate
ELIL: 00984 Ward District 7, Ho Fee: 50,000/
[3645-P] | Chi Minh City, '
Vietnam, Date of Application: 15-
Legalized FSC s

Vietnam valid upto 25-
09-2023.

Notarized Copy of [SO
13485 valid upto 30-
09-2024.

LOA valid upto 31-12-
2024
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i | M/s  Cardio | Legal Manufacturer: | Trustilent Deferred for submission of the |
Life, House | M/s CPT Sutures Co., Polypropylene MNon- | following: -
No. 534, | Lid, 83 Hai Ba Absorable Surgical
Ground Floor | Trung,Ben Nghe Ward | Suture e Valid embassay attested Free Sale
Lane 1.Main | District 1, No Chi Minh | Codes & Sizes: Certificate of reference country or
Khayaban e | City, Vietnam. Class-D valid notarized copy of EC/FQA.
aoveers | Manufacturing A »  Valid Norized Design Examination
R.E.wnlpindi FBE““}' : leﬁcﬂh‘.‘
; 8 Dao Tri, Phu Thuan Fee: 50.000/-
Bty | WardDisse 7o | %
Chi Minh City, Dhate of Application: 15-
\"iﬂnnm. m-mza
Legalized FSC
Vietnam valid upto 25-
09-2023.
Notarized Copy of SO
13485 valid upto 30-
09-2024.
LOA valid upto 31-12-
2024
i M/s  Cardio | Legal Manufacturer: | Caresteel Deferred for submission of the
Life, House | M/s CPT Sulures Co., | Surgical Stainless Steels- | following: -
No, 534, | Lud, 83 Hai Ba Mon-absorbable Surgical
Ground Floor | Trung.Ben Nghe Ward | Suture 1. Valid embassay attested Free Sale
Lane 1,Main | District 1, No Chi Minh | Codes & Sizes: Certificate of reference country or
Khayaban ¢ | City, Vietnam, Class-C valid notarized copy of EC/FQA.
Tanveer,
Scheme 3 | Manufacturiag Shelf Life :5 years
Rawalpindi | Facility
ELI: 00984 | 8 Dao Tri, Phu Thuan | po.. 54 0o0/.
Ward District 7, Ho
[3645-P]  Minh Citv
IR M L Date of Application: 15-
Vietnam. 02-2023
Legalized FSC
Vietnam valid upto 25-
09-2023.
Notarized Copy of 150
13485 valid upto 30-
09-2024,
LOA valid upto 31-12-
2024
5 M/s  Cardio | Legal Manufacturer: | Carecel Deferred for submission of the
Life, House | Mis CPT Sutures Co., | Absorbable Hemostats following:-
No, 534, | Lid, 83 Hai Ba
Ground Floor | Trung,Ben Nghe Ward | Codes & Sizes: s Valid embassay attested Free Sale
Lane 1,Main | District 1. No Chi Minh | Class-D Certificate of reference country or
Khayaban e | City, Vietnam, valid notarized copy of EC/FQA,
Tanveer, Manufacturing Shelf Life :5 years _ _ _ <
Scheme 3 | Facility * Valid Notarized Design Euminmiun:?.._
Rawalpindi 8 Dao Tri, Phu Thuan | Fee: 50,000/ Certificate o
ELI: 00984 Ward District 7, Ho o
[3645-P] Chi Minh Ciy, Date of Application:
Vietnam., 15-02-2023
Legalized FSC
Vietnam valid upto 25-
09-2023.
Notarized Copy of 150

Minutes of 65* Meeting of MDB (25-01-2024 & 26-01-2024)



13485 valid upto 30-
09-2024.

LOA valid upto 31-12-
2024

Lagalized FSC issued
by CCI Paris France
dated 28-07-2022.

Notarized copy of SO
13485 valid upto 11-

Class-C

Shelf Life ; 12 months
Fee: 50,000/~

3 M5 Chemical | Legal Manufacturer: | Platelia Aspergillus Deferred for submission of the
House,  6-C | M/s Bio-Rad , 3 Aspergillus  fumigatus | following: -
Sikander Malhi | Boulevard Raymond 1gG Antibody IVD kit
Road. Canal | Poincare, 92430 enzyme  Immunoassay | e Valid notarized Letter of Authorization
Park, Gulberg | Marnes, la Conquette, | EIA (LOA)
i1, Lahore | France.
Pakistan. Site: Bio Rad, Route de Codes & Sizes: 62783
4 Cassel-59114 ,
ELIL: 00156 G anvsiods B ] Class-C
Lagalized FSC issued Shelf Life : 18 months
by CCI Paris France Fee: 50,000/-
dated 28-07-2022.
Date  of  Application:
Motarized copy of SO | 16.02-2023
13485 valid upto 11-
12-2024
Distribution Certificate
valid upto 31-12-2023
1, M/s Chemical | Legal Manufacturer: | Platelia Aspergillus Ag | Deferred for  submission of the
House, 6-C | M/s Bio-Rad, 3 Aspergillus species | following: -
Sikander Mathi | Boulevard Raymond galactomannan
Road, Canal | Poincare, 92430 antigenIVD Kit E1A o Valid notarized Letter of
Park, Gulberg | Marnes, la Conquette, Authorization (LOA)
i1, Lahore | France. Codes & Sizes: 64794
Pakistan. : ;
ELI: 00156 Cassel-391 14
Steenvoorde France. | gheif Life : 12 months
e g
Lagalized FSC issued O e
by CCl Paris France o
- Date of Application: 16-
dated 28-07-2022. 02.3023
Motarized copy of IS0
13485 valid upto 11-
12-2024
Distribution Certificate
valid upto 31-12-2023
H, M/s Chemical | Legal Manufacturer: | Pastorex meningitis Deferred  for  submission of  the
House,  6-C | M/5 Bio-Rad . 3 Multiple meningitis | following: -
Sikander Malhi | Boulevard Raymond associated bacteria
Road, Canal | Poincare, 92430 antigen VD Kit | » Valid notarized Letter of
Park. Gulberg | Marnes, la Conquette, | agglutination. Authorization (LOA)
11, Lahore | France. Codes & Sizes: 61607,
Pakistan. Site: Bio Rad. Route de | 61608, 61610, 61611,
Cassel-59114 61613, 61614, 61616, ™
ELL: 00156 Steenvoorde France. 61618
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12-2024 Date of Application: 16- [
Distribution Certificate | '2"2023 ]
valid upto 31-12-2023
0, M/s Chemical | Legal Manufacturer/ | Exact Diagnostics HCV | Deferred for submission of the
House, 6C | Manufactuer: RUN Controls | following: -
Skinder Malhi
Road,Canal M/s Exact Diagnostics | (Exactdiagnostics HCV |«  Apply separately for high run
Park Gulerg I1, | LLC, 100 South Jones | low run control HCVL control with fresh application & fee.
Lahore Street Suit 100 fort | 101 & Exact diagnostics . . )
Worth Texas 76104 | High Run  Control | ® Clarification of the difference in the
ELI: 00156 USA HCVH102) legal manufactuer /manufacturer as
(External quality control, per provided Form-7A & FSC.
Copy of FSC: USA | Unassayed) * Valid notarized Letter  of
Valid till: 23/05/2023 Authorization (LOA) issued by
Copy of ISO 13485 meniooed | sbove| ot llomc okieeg
v |r =
valid upto 26-05-2025 manufacturer/ Authorized person.
Class: D ¢«  Valid Free Sale Certificate.
MNotarized copy of EC
Certificate- Full Quality | Shelf Life: 36 months
Assurance valid upto
26-05-2025. Fee: 50000
Date of Submission of
Notarized copy of | Application:
Design  Examination | 13/09/2023
Certificate- valid upto
26-05-2025.
1. | Mfs Chemical | Legal Manufacturer/ | Exact Diagnostics | Deferred  for  submission of the
House, 6C | Manufactuer: Negative Control following: -
Skinder Malhi inegative run control
Road.Canal M/s Exact Diagnostics | NEGO0OD, Bul negative | «  Apply separately for  different
Park Gulerg Il, | LLC, 100 South Jones | NEGOS0, HAl negative controls with fresh application &
Lahore Street Suit 100 fort | run control NEGHAL fee.
e EST‘ i fg:;g}"""’ Mﬂzgg,lf;'; e Clarification of the difference in the
legal manufactuer /manufacturer as
Copy of FSC: USA | [Extemal quality Run|  Perprovided Form-7A & FSC.
Valid till: 23/05/2023 control for variows | o  walid notarized | Letter of
molecular assay] Authorization (LOA) issued by
Copy of ISO 13485 . product license holder/legal
valid upto 26-05-2025 Codes & Sizes: As manufacturer/ Authorized person.
mentioned above
Notarized copy of EC p— e  Valid Free Sale Cerificate.
z’"ﬂm i‘:lllf‘f;i Shelf Life: 24-36 months
26-05-2025. Fee: 30000
Date of Submission of |
5 ) Application:
Notarized copy of
Design  Examination RNRD
Centificate- valid upto
26-05-2025,
1. | M/s Chemical | Legal Manufacturer/ | Exact Diagnostics HIV- | Deferred for  submission of  the
House, 6C | Manufactuer: I, HBV, HCV Screen | following: -
Skinder Malhi control 5
Road,Canal M/s Exact Diagnostics | (Exact diagnostics HBV | «  Apply scparately for  high runc
Park Gulerg 11, | LLC, 100 South Jones | DNA - screen control control with fresh application & fee.
Lahore Street Suit 100 fort | HIBVSCREEN,  Exact - : ;
Worth Texas 76104 | diagnostics HCV RNA | ¢ Clarification of the difference in the
ELIL: 00156 USA screen control legal manufaciuer /manufacturer as
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Copy of FSC issued by

HCVSCREEN, Exact
diagnostics HIV-1 screen

per provided Form-7A & FSC.,

CCI Paris  France | control HIVSCREEN, | * Valid  notrized  Letter  of
dated 11-10-2022, Exact jagnosti isiticn (UOA) inmd. by
HIVHBVHCB screen | Product lioemse bolder/lga
ISO 13485 valid upto | control  VIRSCREEN. RS e
26-05-2025 ¢« Valid Free Sale Centificate.
{External Quality control,
Notarized copy of EC | unassayed)
Certificate- Full Quality | Codes & Sizes:  As
Assurance valid upto | mentioned above
26-05-2025,
Motarized copy of | Class:D
Design  Examination | Shelf Life: 18 months !
Certificate- valid upto
2601520025, Fee: 50000
Date of Submission of
Application:
13/09/2024
12 | M/s Chemical | Legal Manufacturer/ | Exact Diagnostics HBY | Deferred for  submission  of the
House, 6C | Manufactuer: Run Controls | following: -
Skinder Malhi {Exact diagnostics HBV
Road,Canal M/s Exact Diagnostics | low run control | «  Apply separately for high run
Park Gulerg II, | LLC, 100 South Jones | HBVLIO1 &  FExact l control with fresh application & fee,
Lahore Street  Suit 100 fort | diagnostics  High run i .
Worth Texas 76104 | control HBVH102) | * Clarification of the difference in the
ELL: 00156 USA legal manufactuer /manufacturer as
[External Qi.lﬂiit}' control, per provided Form-TA & FSC.
Copy of FSC: USA | Unassayed) : .
Valid till: 23/05/2023 = Yo B Lssw df
Codes 8 Sums:  As|  Aogeovs (LOA) ismed by
B A A uct icense lder/legal
|| f;:'l‘j u;;::; 2::55;03;;5 RRGoned shove | manufacturer/Authorized person.
Class-D *  Valid Free Sale Certificate,
Notarized copy of EC
Certificate- Full Quality | Shelf Life: 36 months
Assurance valid upto | Fee: 50000
26-05-2025.
Date of Submission of
Notarized  copy  of | Application;
Design  Examination | 13/09/2024
Certificate- valid upto |
26-015-2025.
13. | M/s Chemical | Legal Manufacturer! | Exact Diagnostics HIV- | Deferred for  submission of the
House, 6C | Manufactuer; 1 RUN Controls | following: -
:Hmier Malhi (Exact diagnostics HIV
oad,Canal M/s Exact Diagnostics | low run control HIVL101 | « A separately for hi run
Park Gulerg I, | LLC, 100 South Jones | & Exact diagnostics HI1V wmi with frcshyapplicatiugh& fee.
Lahore Street Suit 100 fort | High run control HIVH |
Worth  Texas 76104 | 102) *  Clarification of the difference in the
ELI: 00156 USA External Quality Contraol, | legal manufactuer /manufacturer as
Original FSC: USA | Unassayed. - per provided Form-7A & FSC.
Valid till: 17/11/2023 e Valid sotatizad 1 1
(External Quality control, R 5 9
ISO 13485 valid upto | Unassayed) Authorization (LOA) issued by
26-05-2025 Codes & Sizes: As|  Product  license  holder/legal
mentioned above manufacturer/Authorized person,
Notarized copy of EC . i i
Certificate- Full Quality | Class:D Valid Free Sale Certificate,

Assurance valid upto

Shelf Life: 36 months |

A d/‘f/w
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26-05-2025,
Fee: 500
Notarized copy of
Design  Examination | Date of Submission of
Certificate- valid upto | Application:
26-05-2025. 13/09/2023 l
4. | M/s Chemical | Legal Exact Diagnostics Low | Deferred for submission of  the
House, 6C | ManufacturerManuf | Run control CMVLI101, | following: -
Skinder Malhi | actuer: Exact diagnostics CMV |
Road,Canal high run control | «  Apply separately for high run
Park Gulerg 11, | M/s Exact Diagnostics | CMVH 102 control with fresh application & fee.
Lahore LLC, 100 South Jones
Street Suit 100 fort | Codes & Sizes: As|® Clarification of the differcnce in the
ELL: 00156 Worth Texas 76104 | mentioned above legal manufactuer /manufacturer as
USA per provided Form-7A & FSC,
Class:C . 5
Copy of FSC: USA | ShelfLife: 36 months | * Yo . founzs Lot of
Valid till: 23/052023 orization (LOA) issued by
) product  license  holder/legal
FeeJnt manufacturer/Authorized
Copy of ISO 13485 . pRenoe.
valid upto 26-05-2025 | Date of Submission of | «  Valid Free Sale Centificate.
Application:
Notarized copy of EC | 13/09/2024
Certificate- Full Quality
Assurance  valid upto I|
26-05-2025.
Motarized copy of
Design  Examination
Certificate- valid upto ’
26-05-20235,
15 | M/s  Cardiac | Legal Manufacturer: Inspiris Resilia Aortic Deferred for submission of the
Care, B848-C, | pdwards Lifesciences Valve following: -
Shadman-1, LLC One Edwards {Aortic Valve)
Lahore Way Irvine, CA 92614 «  Valid notarized Letter of
USA, Class-ID Authorization (LOA)
ELIL: 00070 )
Manufacturing Site: Shelf Life: 5 years b NEAROINe
Edwards Lifesciences .
(Singapore) Ptd Ltd 35 Egg“ et o
Changi North Crescent ’
g;“gzp‘"r: aicand LoA valid 31 Dec 2023
ngapo DE valid 26 May 2024
Copy of ISO 13485 FQA valid 26 May 2024
valid upto 07-01-2024
FSC No.6546-3-2022 ...{__
issued by USA valid | -
upto 21-03-2024. L‘__\
e | Mis  Giobal | Legal Manufacturer: | Diagnostic kit for T cell | Deferred for submission of the) -
Clinical Cura, infected with | following: - W
18, Mian Ighal | M/s  Beijing Wantai | Mycobacterium
Road Biological Pharmacy | Tuberculosis s Valid embassay asttested Free Sal
Westridge 1, | Enterprises Co., Ltd, | (TB-IGRA) Certificate of reference country of
Rawalpindi No. 31 Kexueyuan ) valid notarized copy of EC/FQA.
ELL: 00196 | Road Changping | Codes & sizes:
[3724] District  Beijing PR | Class-C | e Valid Free Sale Cenificate of
China | country of origin.

Minutes of 65 Meeting of MDB (25-01-2024 & 26-01-2024)

Page 6 of S50




FSC:China
Valid till: 2023/03/22.

Shelf Life: 12 months
Fee: 50000

: Date of Application:
ISO 13485 wvalid upon i
18-01-2025 b
1. | M/s Future D | Legal Manufacturer: | Implantswiss = Tissue | Deferred for submission of the
Pakistan, Novodent SA Y PARC | Level Dental Implant | following: -
House No. | Technopole, Avenu des | system
482-G-3, Johar | Sciences 11, CH-1400 | (Dental implant System Apply separately for each type of
Town, Lahore | Yverdon-les- Bains, | and components, Surgical Dental implant (i.e. Tissue Level
_ Switzerland, Drill) Implants, Abutments, Screws, Solid
ELL: 00368 Caps, Common Components for
2473-p FSC: Swismedic | Class-C Tissue Level Implanis, Dental
{Switzerland) drills.) with fresh application & fee.
Valid 6ill: 12.03.2024. | Shelf life: 5 years (for
detal implant) Valid notarized Letter of
Copy of Authorization Authorization (LOA)
letter valid upto 23-12- | Codes:
2021. Tissue Level Implants,
Abutments, Screw
FQA) valid upto 27- | o Mo
E}s 2024 Components for Tissue
o " Level Implants, Dental
drills.
18 | M/s EASHA Legal Manufacturer | Starsil Deferred  for  submission  of  the
ENTERPRISE | Hemotec Madical Hemostate Powder following: -
5 GmbH Polysaccharide powder
Office No. Beckelmannsweg 10 D- Valid notarized Letter of
176, Pak 46342 Velen Class-D Authorization (LOA).
Khalij Medical Shelf Life: 3 years
i i) s g Valid 1SO13485.
Saidpur Road | Appointment of : _ |
Rawalpindi Exclusive Distributor Code/pack size: - N da
agreement valid upto (1g.2g.32.5g) Motarized copy of Design
ELL:00203 30-03-2023. Examination Centificate
Copy of IS0 13485
expired on 06-09-2021,
Copy of EC- Certificate
(FOQA) valid upto 28-
01-2028
19. | M/s DeKhon, | Legal Manufacturer/ | Droptonic 5% sterile | Deferred for  submission of the
11-C. Old Manufacturer (As per following: -
FCC. F FsC): Composition {Yew/w
Road, Gulbrg s H},,u‘m:w__f]_ ; Referred the case to PE&R division
Lahore lromed Group SR.L. | Sodium Chloride..4.76 for comments regarding the product
Pakistan Via Tempio del Cielo, | Sodium monobasic status as drug or otherwise.
3/5 - 00144 Roma phosphate Clarificati ; the
ELI00317 | (RM) lualy. monohydrate..0.066 vt S s S
Dibasic sodium manufacturer in Form-7A & FSC.
Manufacturer (As per | phosphate b
Form-7A): dodecahydrate..0.315 Valid FQA/CE Centificate .
SERVImed Industrial | L-proline Ph.Eur.0.001 -

S.p.A. with registered
office at Via Tempio
del Cielo 3/5, 00144
Rome, laly

FSC: Italy

L-glycine LISP..0.001

L-lysine HCI
Ph.Eur..0.0005 L-leucine
USP..0.0008 Riboflavin
Sodium hosphate..0.0750
Vitamin E-TPGS..0.5

Purified waler
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dated 21-01-2023

Notarized copy of 150
13485 valid upto 02-10-
2024

Notarized copy ol EC
Certificate- Full Quality
Assurance valid upto
27-02-2023.

(g-b.a). 100

CodePack size: 10m]
Class C

Fee submitted
Rs&.23,000+25,000

Free sale  certificate
submitted

Shelf life: 36 months

Date of Application : 11-
05-2023

20 | M/s DeKhon, | Legal Manufacturer/ | Droptomic 5% sterile Deferred for submission of the |
11-C, 0id Manufacturer (As per following:-
FCC, Ferozgpur | FSC): Composition (g/100g)
Road, Gulberg Chlorexidine digluconate | » Referred the case to PEER division
Lahore Iromed Group SR.L. | (20%)..0.02g for comments regarding the product
Paki Via Tempio del Cielo, | Sodium Chloride..0.66g status as drug or otherwise.
3/5 - 00144 Roma Sodium phosphate
ELI-00317 {RM) Italy. monobasic monohydrate | o Clarification regarding the difference
-0.15g in the address of manufacturer in
Manufacturer (As per | Sodium phosphate Form-TA & FSC.
Form-7A): Bibasic..0.40 : )
SERVImed Industrial | Vitamin E-TPGS...0.20g | * Valid FQA/CE Centificate
S.p.A. with registered | Purified water
office at Via Tempio (g.b.a)..100g
del Cielo 3/5, 00144
Rome, ltaly Code/Pack size: 10ml
Class C
FsC: ltaly
dated 21-01-2023. Fee submitted
Rs.25,000+25.000
Notarized copy of 180
13485 valid upto 02-10- | Shelf life: 24 months
2024
Date of Application : 11-
Notarized copy of EC | 05-2023
Certificate- Full Quality
Assurance valid upto
26-05-2024.
21. | M/s Feroszons | Legal Manufacturer: | MetriQ™  Pump.RF | Deferred for the provision of following:
Laboratorries | Boston Scientific | Cardiac Ablation
Limited, P.O | Corporation System ¢ The manufacturing site Address:
Ferozsons, 300. Boston Scientific | (irrigation pump, roller) Boston Scientific Corporation 4100
Amangarh, Way, Mariborough, | Codes & sizes: Hamline Ave N Saint Paul, MN USA
Nowshera MA 01752 USA MO0441000 55112 is not mentioned on credentinls
(KPR, Class-C of manufacturer.
Pakistan Manufacturing Site: . i i -12-202
BLL: 8015 % . £ Saaton LOA is expired on 31-12-2022,
Dossier# 3721 | Scientific Corporation * The distributor address mentioned on 3‘\
Submission 4100 Hamline Ave N LOA  (Feroszons  Laboratories e
date: Saint Paul, MN USA Limited, 197A the mall Rawalpindi) | =
25/01/2023 55112 is different from address mentioned | "
Fee submitted: | FSC:USA on form-4 (establishment license). ©
50.000/- Valid tll: 200072023 Clarify please. A
ot i o FSC (USA) expired on 201077202

but valid upon submission. Provi
Valid FSC.

= |S0 Certificate  expired on
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| Corporation NO.12 RD.

Mo, 698 Dorado, PR
USA 00646

Original FSC: UL.S.A
Walid till: 29/09/2023

Limited, 197A the mall Rawalpindi) is
different from address mentioned on
form-4 (establishment license). Clarify
please,

e LOA is expired on 31-12-2023,

01/0%2023 but  valid upon
submission.  Provide Valid 150
Certificate.
22. | M/s Feroszons | Legal Manufacturer: | Momentum EL-ICD Deferred for the provision of following:
Laboratorries Boston Scientific | (Implantable : ;
Limited, P.O | Corporation cardioverter *. b mamlifac'lu.:rm; 5% .Addmm:
Ferozsons, 300 Boston Scientific | Defibrillator) anlnln Rcmmmf _L{srp:}ralmn 4.!',:"3
Amangarh, Way Marlborough, MA | Codes & sizes: models: Haml".“: v I S tarly B T4
Mo USA 01752 D120, 55112 is not mentioned on credentials
(KPK), DI2I of manufacturer.
Pakistan Manufacturing Site: Class:D # LOA is expired on 31-12-2023.
ELI: 00120 Boston Scientific | Shell Life: 2 years ) C
Dossier# 3900 | Corporation ®  The distributor address mentioned on
Submission 4100 Hamline Ave N LOA  (Feroszons  Laboratories
date: Saint Paul. MN. USA Limited, 197A the mall Rawalpindi)
10/04/2023 | 35112 ] | is different from address mentioned
Fee submitted: | FSC: USA on form-4 (establishment license).
50,000/ 12/10/2024 Clarify please.
Challan No. + Provide Valid 150 Certificate.
4737766993
3. | M/s Feroszons | Legal Manufacturer: | Momentum CRT-D Deferred for the provision of following:
Laboratorries Boston Scientific | (Cardiac
Limited, P.O | Corporation | Resynchronization * The manufacturing site Address:
Ferozsons, 300 Boston Scientific | Therapy Delibrillator) Boston Scientific Corporation 4100
Amangarh, Way | Codes & sizes: models: Hamline Ave N Saint Paul, MN USA
MNowshera Marlborough, MA | G124 55112 is not mentioned on credentials
(KPP, UsA 01752 : Gl25 of manufacturer.
Pakistan Manufacturing Site: Gl2o6 : 2 -
ELL: 00120 | Boston Seientific | Class:D A N e
Dossier# 3901 | Corpeoration | Shelf Life: 2 years * The distributor address mentioned on
Submission 4100 Hamline Ave N | LOA (Feroszons Laboratories Limited,
date: Saint Paul, MN 197A the mall Rawalpindi) is different |
1070442023 USA 55112 from address mentioned on form-4 |
Fee submitted: (establishment license). Clarify please,
50,000/~ FSC: UsA i Fali st iFicotn
Challan No. | Valid till: 23/06/2024 Bt i Sl i
JBO583360
|24 | MYs Feroszons | Legal Manufacturer: Emblem™ S-1CD | Deferred for the provision of following:-
Laboratorries Boston Scientilic | Svstem
| Limited, P.O | Corporation i Subcutaneous * The Legal Manufacturer &
Ferozsons, 4100 Hamline Avenue | Implantable Cardioverter manufacturing sites  Address: 1)
| Amangarh, Morth St. Paul, MM Defibrillator (S-1CI) Boston Scientific Corporation 4100
Mowshera 55112 UsA Codes & sizes: models: Hamline Ave N Saint Paul, MN USA
(KPE), Manufacturing Sites: Emblem S-1CD 55112,
Pakistan 1) Boston Scientific | Subcutaneous Electrode - '
i ELL: 00120 Cmpﬂ!’aﬁﬂi’l 4100 | Model:3501 L BOSEUI’I1 Eclﬁnllﬁ? CU]'FKJmllUEI Cashel
| Dossier# 3909 | Hamline Avenue North | Class-D oaa Cioamed. {ipperary, Ieland
! Submission St. Paul, MN 55112 | Shelf Life: 02 Years * Boston Scientific Corporation NO.12
i date: . | USA L RD. No. 698 Dorado, PR USA 00646
| 03/05/2023 2) Boston Scientific are not mentioned on credentials of
Fee submitted: | Corporation Cashel manufacturer.
36,0004~ Road Clonmel
Challan No. | Tipperary. Ireland & The distributor address mentioned
25977867082 | 3)Boston  Scientific on LOA (Feroszons Laboratories

(
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| & Provide Valid 150 Certificate

FSC (USA) expired on 290972023 but
valid upon submission. Provide Yalid
FSL.

Submit separate case with separate fee
of 30,000-PER for Emblem S-1CD
Electrode Delivery System Model:
4712 & Emblem MRI S-ICD Model:
219.

25, | M/s Feroszons | Legal Manufacturer: | IntellaNay™ ST | Deferred for the provision of following:- |
Laboratorries Boston Scientific | Ablation Catheters
Limited, P.0 | Corporation i Catheter, Cardiac | « The manufacturing site  Address:
Ferozsons, 300 Boston Scientific | Ablation) Boston  Scientific Corporation 302
Amangarh, Way Marlborough, MA | Codes & sizes: Parkway, Global Park La Aurora,
MNowshera USA 01752 MOD4ES031THO Heredia Costa Rica is nol mentioned
(KPE). Manufacturing Site: MODMRSO3 ITHE20 on credentials of manufacturer,
Pakistan Boston Scientific | Class-D _ i
ELI: 00120 Corporation Shelf Life: 03 Years o The disiributor address mentioned
Dossier# 3910 | 302 Parkway, Global on. LOA (Feroszons  Laboratories
Submission Park La  Aurora, Limited, 197A the mall Rawalpindi)
Frise Heredia Costa Rica | iz different from address mentioned
03/05/2023 FSC: U.S.A : on E"nrm--i {establishment license),
Fee submitted: | Valid tll: 20/07/2023 | Clarify please.
50,000/ o LOA is exgyred on 31-12-2023.
Challan Mo, : - -
5522830287 Provide Valid 150 Certificate
# F3C (USA) expired on 20/07/2023
but valid upon submission. Provide
Valid FSC.
| 26 | M/s Feroszons | Legal Manufacturer: | IntellaNav™ MiFi Ol | Deferred for the provision of following:-
Laboratorries Boston Scientific | Ablation Catheters
Limited, P.0 | Corporation (Catheter, Cardiac | « The manufacturing site  Address:
Ferozsons, 300 Boston Scientific | Ablation) Boston Scientific Corporation 302
Amangarh, Way Codes & Sizes: Parkway, Global Park La Awurora,
MNowshera Marlborough, MA | MOO4P MR SE200 Heredia Costa Rica is not mentioned on
(KPK), USA 01732 MOO4PMR9620K 20 credentials of manufacturer,
Pakistan Manufacturing Site: | MO04PMRSE20N40 ’ - ;
ELI: 00120 | Boston Seientific | Class-D s The distributor address memmnled
Dossiert 3911 | Corporation Shelf Life: 02 Years i _LD!\ (Feroszons [.al:'mrlar.n‘r.lels.
Submission 302 Parkway, Global Limited, 197A the mall Rawalpindi) is
date: Park La : Aurora different from address mentioned on
03/05/2023 Heredia Sosta Rics form-4 {estahlishment license). Clarify
Fee submitted: | FSC: U.S.A please.
50,000/- Valid till: 20/07/2023 e LOA is exq_’;;r:d on 31-12-2023.
Challan No.
3T0TIRRGO07 s Provide Valid IS0 Certificate
s FEC (USA) expired on 20/07/2023 but
valid upon submission. Provide Valid
FSC.
17, | M/s Feroszons | Legal Manufacturer: IntellaTip MiFit™ | Deferred for the provision of following:-
Laboratorries | Boston Scientific | Open-lIrrigated _ : :
Limited, P.O | Corporation Ablation Catheters * The matmlractlurlng1 Stn ._a‘xddn:ss:
Ferozsons, 300 Boston Scientific | (Catheter, Cardiac Boston .Ncn.entjﬁc Corporation 302 4
Amangarh, Way Ablation) Parkway, Global Park La Aurora,
Mowshera Marlborough, MA Codes & Sizes: Heredia (’?Sla Rica 15 nol mentioned
(KPK), USA 01752 MO04PM96200 on credentials of manufacturer. =
Pakistan Manufacturing Site: MOD4PMI620K 20 = The  distribulor address meminm:«_(
ELL: 00120 Boston Scientific | MOO4PMO620N40 on LOA (Feroszons Laboratories
Dossier# 31912 | Corporation Class-[2

Limited. 197A the mall Rawalpindi)

Minutes of 65" Meeting of MDB (25-01-2024 & 26-01-2024)
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Submission
date:
03/05/2023

Fee submitted:
50, 000/-
Challan No.
94617609069

302 Parkway, Global
Park

La Aurora,
Costa Rica
Original FSC: US.A
Valid till: 20/07/2023

Heredia

Shelf Life: 03 Years

is different from address mentioned
on form-4 {establishment license).
Clarify please.

LOA is expired on 31-12-2023,

Provide Valid 150 Certificate

F3C (USA) expired on 200/07/2023
but valid upon submission. Provide
WValid FSC.

| Limited,

Laboratorries
P.O
Ferozsons,
Amangarh,
Mowshera
(KPK).
Pakistan

ELL: 00120
Dossiers 3899
Submission
date:
1070472023

Fee submitted:

| USA 01752
Manufacturing Site:
| Boston

Boston Scientific
Corporation

300 Boston Scientific
Way

Marlborough, MA

Scientific
Corporation

4100 Hamline Ave N
Saint Paul, M~

Lsa 35112

FSC: USA

{cardiac
Resynchronization
therapy defibrillator)
Codes & Sizes:
Models:

G128

G138

Class: D

Shelf Life: 2 vears

8. | M/s Feroszons | Legal Manufacturer: | LABSYSTEM™ PRO | Deferred for the provision of following:-
Laboratorries | Boston Scientific | EP Recording System
Limited, P.0 | Corporation, 300, | and * The manufacturing site Address:
Ferozsons, Boston Scientific Way, | CLEARSIGN™/CLEA Boston Scientific  Corporation 4100
Amangarh, Marlborough, MA | REIGN™ 11 Amplifier Hamline Avenue North St Paul, MN
MNowshera 01752 USA (single-patient 55112 USA is not mentioned on
(KPR, physiological credentials of manufacturer.
Pakistan Manufacturing Site: monitoring system)
ELIL 00120 Boston Scientific | Codes & Sizes: e  The distributor address mentioned on
Dossier# 3720 | Corporation, 4100 | MOD420020230 LOA (Feroszons Laboratories
Submission Hamline Avenue North | LABSYSTEM™  PRO Limited, 197A the mall Rawalpindi)
date: St. Paul, MN 55112 | EP Recording System, is different from address mentioned
16/02/2023 LUSA iCLEARS!GN 1 on form-4 ({establishment license).
Fee submitted: Amplifier for Clarify please.
50,000/- FSC: LsA LABSYSTEM PRO EP
Challan No. Valid till: 22/07/2023 | Recording System, 120 | o LOA is expired on 31-12-2023.
BE5027282412 | Channels.
MO0420012500 *  Provide valid FSC (LUJSA).
| LABSYSTEM PRO EP | * 3Submil separate case with separate fee
| Recording  System  40- of 50,000/-PKR for each product i.e.,
Channel [C Junction Box MOO420012500 LABSYSTEM PRO
for CLEARSIGN EF Recording System 40-Channel IC |
Amplifier, 3m Junction Box for CLEARSIGN
MOO420012300 Amplifier, 3m
LABSYSTEM PRO EP MOO420012300 LABSYSTEM PRO
Recording  System  RF EP Recording System RF Filter 1
Filter = Module  for Module for CLEARSIGN Amplifier ;|
CLEARSIGN Amplifier MOO420020210 LABSYSTEM PRO |
MOO420020210 EP Recording System CLEARSIGN
LABSYSTEM PRO EP I Amplifier for LABSYSTEM PRO
Recording System, | EP Recording System, 40 Channels
CLEARSIGN i1 |
Amplifier for |« 180  Certificate  expired on
LABSYSTEM PRO EP 20/10/2023  but  walid  wupon
Recording  System, 40 submission,
Channels
Class: C
Shelf life: N/A
29, | M/s Feroszons | Legal Manufacturer: Momentum X4 CRT-D | Deferred for the provision of following:-

The manufacturing site  Address:
Boston Scientific Corporation 302
Parkway, Global Park La Aurora,
Heredia Costa Rica is not mentioned
on credentials of manufacturer,

The  distributor address mentioned
on LOA  (Feroszons Laboratories
Limited, 197A the mall Rawalpindi)
15 different from address mentionedesy
on form-4 {establishment lioensfe(
Clarify please.
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A

50,000/

Walid till: 23/06/2024

Fee submitted:

Minutes of 65" Meeting of MDB (25-01-2024 & 26-01-2024)

LOA is expired on 31-12-2023.
ggg'?'f‘:‘?r;g' o Provide Valid 1SO Certificate.
3o, | Mis MR | Legal Manufacturer: MINDRAY Deferred for the provision of following:
Medical M/s Shenzhen Mindray | (PRO GRP ({GASTRIN
Pakistan Bio Medical Electronics | RELEASING PEPTIDE) | «  Provide embassy attested & walid
Private Co., Ltd Mindray | (CLIA) FSC (China).
Limited, Office BUI'd'iI'IE Kﬂji 12th | Codes & Sizes: - Prowvide valid & notarized CE mark
MNo. 1101, 11th | Road South, High-Tech | (Packing specifications certificate,
Floor, ISE | Industrial Park, | as per FSC)
Tower, Jinnah | Nanshan, 518057, | 2x50tests
Avenue, Blue | Shenzhen, People's | 2x100tests
Area Republic of China. Class-C
Islamabad. Shelf Life:
ELI-01008 FSC: China Kit: 12 months
Dossier#4152- | Valid till: 03/06/2024
P Submission
date:22/02/202
3
Fee submitted:
S0,000/-
Challan No,
34318069748
3. | Mis ME | Legal Manufacturer: | MINDRAY | Deferred for the provision of following:-
Medical M/s Shenzhen Mindray | (Squamous Cell
Pakistan Bio Medical Electronics | Carcinoma Antigen- | o Provide embassy attested & wvalid
Private Co, Ltd Mindray | SCCA (CLIA)Y) FSC {china). |
Limited, Office | Building Keji  12th ¢ Provide valid & notarized CE mark
No. 1101, 11th | Road South, High-Tech | Codes & Sizes: certificate.
Floor, ISE | Industirial Park, | (Packing specifications
Tower, Jinnah | Nanshan, 518057, | as per FSC)
Avenue, Blue | Shenzhen, People's | C0: 1x1.2ml
Area Republic of China, Cl:1x1.0ml
Islamabad, C2: 1x1.0ml
ELI-01008 | FSC: China Class-C
Dossier#4138-P | Valid till: 26/09/2023 Shelf Life:
Submission Kit: 18 months
date: Calibrator: 18 months
22/02/2023
Fee submitted:
50,000/~
Challan No.
7419503044
32. | Mis MR | Legal Manufacturer: MINDRAY Deferred for the provision of following:-
Medical M/s Shenzhen Mindray | (Carbohydrate  Antigen
Pakistan Bio Medical Electronics | 500 * Provide embassy aitested & valid
Private Co, Lid Mindray | Codes & Sizes: (Packing FSC {china).
Limited, Office | Building Keji  12th | specifications  as  per | «  Provide valid & notarized CE mark
Mo. 1101, 11th | Road South, High-Tech | FSC) certificate.
Floor. ISE | Industrial Park, | 2x50tests o Stability studies of kit are not
Tower, Jinnah | Nanshan, 518057, | 2x100tests provided.
Avenue, Blue | Shenzhen, People’s | Class-C T
Area Republic of China. Shell’ Life:
Islamabad. Kit: Mot provided
ELI-01008 FSC: China Calibrator: 18 months ?
Dossierf4154-P | Valid till: 03/06/2024
Submission
date:
22/02/2023

Page 12 of 50
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S0,000/-
Challan No.

Laboratorries
Limited, P.O
Ferozsons,
Amangarh,
Mowshera
{KPE).
Pakistan

ELI: 00120

[Jossiers# 4049-
kP

Submission
date:02:08/2021

Fee submitted:

Boston Scientific
Corporation 4100
Hamline Ave N Saint
Paul, MN LUSA 55112

Manufacturing Site:
Boston Scientific
Limited Cashel Road
Clonmel, Tipperary
Ireland.

Original FSC: USA
Valid ull: 12/10/2024

L131

{Pulse Cienerator:
Implantable Pacemaker)

Codes & Sizes:
Model: L131

Class-D

Shelf life: 2 years

. TRI233881
33 | Mis MR | Legal Manufacturer: | MINDRAY Deferred for the provision of following:-
Medical M/s Shenzhen Mindray | (Carbohydrate
Pakistan Bio Medical Electronics | Antigen242 (CLIA) Kit | =  Provide embassy attested & wvalid
Private Co., Lid Mindray | and Calibrators) FSC {china).
Limited, Office | Building Keji  12th | Codes & Sizes: 2 y a
No. 1101, 11th | Road South, High-Tech | (Packing specifications | ©  !Tovide valid & notarized CE mark
Floor, ISE | Industrial Park, | as per FSC) certificate.
Tower, Jinnah | Nanshan, 518057, | 2u50tests
Avenue, Blue | Shenzhen, People's | 2x100tests
Area Republic of China. Class-C
lslamabad, Shelf Lite:
| ELI-01008 FSC: China Kit: not provided
Dossier#4140-P | Valid till: 03/06/2024 Calibrator: 18 months
Submission
date:
220252023
Fee submitted: |
50,000/ ' |
Challan Mo, 1
OEG3ITI3915
3. | M5 Moody | Legal Manufacturer: | Realy Deferred for the provision of following;:-
Cilobal M/s Hangzhou Realy | (Malaria p.f Rapid Test
Services Tech Co., Lid, No.2, | Device) +  Provide Stability studies of claimed
Office Mo 14, | Building, No. 763, | Codes & Sizes: shelf life of 24 months.
2nd Floor, | Yuansha Village, | K270916D
Mujahid Plaza, | Xinjjie Street, | Class-D
Jinnah Avenue, | Xiaioshan District, | Shelf Life; 24 months
Blue Area, | 311200 Hangzhou City,
Islamabad Zhejiang Province,
| 44000, People's Republic of
i Pakistan China
: ELI-00926
Dossiers 4116- | Original FSC: China
| Isb Date of lssue: |
. Submission | 05/05/2023 :
dates03/0872023 | Original FSC: Germany |
 Fee submitted: | Date of Issue: i
| 50,000 20/03/2023 |
I Challan No.
| 351169763018 |
35 | M/s Feroszons | Legal Manufacturer: | Essentio MRI Model: | Deferred for the provision of Tollowing:-

Baoston
Road
is not
of

Manulacturing  site e,
Scientific  Limited Cashel
Clonmel, Tipperary Ireland
mentioned  on  credentials
manufacturer.

LOA is expired on 31-12-2023,

The address of imperter mentioned on
LOA is  Feroszons  Laboratorries
Limited - M Ipindi
42000 Pakistan while on
establishment license (Form-4) it is
Feroszons Laboratorries Limired P00 ]
Ferozsons,  Amangarh  Nowsherg {

(KPK). Pakistan Justify it,

Minutes of 65" Meeting of MDB (25-01-2024 & 26-01-2024)
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50,000/-PER

Challan#
4307057199

= [S0 certificates for legal
manufacturer  (Boston  Scientific
Corporation_ 4100 Hamline Ave N
Saint Paul, MN USA 55112) &
manufacturing site (Bosion Scientific
Limited Cashel  Road
Clonmel Tipperary _Ireland) are not
submitted.

« FOA certificates for legal
manufacturer & manufacturing site
are not submitted.

« DOC for the applied product is not
submitted,

& LC Design examination certificate for
the applied product Essentio MRI
Model: 1131 is not submitted.

.w/‘f/%r

36 | M/s Feroszons | Legal Manufacturer: | Inogen X4 CRT-D Deferred for the provision of following:-
| Laboratorries | Boston Scientific | (Cardiac
Limited, P.0 | Corporation 4100 | Resynchronization ¢ Manufacturing  site Le, Boston
Ferozsons, Hamline Ave ™ Saint | Therapy Defibrillator) Scientific Limited Cashel Road
Amangarh, Paul, MN LISA 55112 Clonmel, Tipperary Ireland is not |
MNowshera Models: G146,G148 mentioned on  credentials  of
(KPE). Manufacturing Site: manufacturer.
is weientific | Class-D
L |, e o LOA is expired on 31-12-2023,
Clonmel, Tipperary | Shelf life: 2 years * The address of importer mentioned on
Dossier# 4050- | Ireland. LOA iz Feroszons  Laboratorries
KP Limited 197-A the Mall Rawalpindi
. FSC: USA 42000 Pakistan  while on
Submission Valid till: 12/10:2024 establishment license (Form-4) it is
date: 2082023 Feroszons Laboratorries Limited 2.0 |
| Fergzsons,  Amangark,  Nowshera
Fee submitted: (KEKD Pakistan, Justi{}' i |
S0,000/-PKR
| « |50 certificates for legal
Challan# manufacturer (Boston  Scientific
471846030515 Corporation 4100 Hamline Ave N
Saint Paul, MN USA 55112) &
manufacturing site (Boston Scientific
[imited Cashel e
Clonmel Tipperary Ireland) are not
submitted.

+ FOA certificates for legal
manufacturer & manufacturing site
are not submitted.

| DOC for the applied product is not

| submilted.

| |

37. | M/s Feroszons | Legal Manufacturer: | Zurpaz ™  Steerable Deferred for the provision of following:- |

Lahoratorries Boston scientific | Sheth Set , Symmetric | '
Limited, P.O | Corporation 300, | Model | » Manufacturing site Le. Creganna |
Ferozsons, Boston Scientific Way, | | Medical Parkmore West, Galway, |
Amangarh, Marlborough, MA | (Cardiovascular device | frefand is not mentioned on
Nowshera 01752 USA introducer, steerable) credentials of manulacturer,
(KPK), . e LOA is expired on 31-12-2023.
Pakistan Manufacturing Site: Codes & Sizes:

ELL 00120 |

| Parkmaore
Dossierd 4051- | Galway, Ireland

Medical
West,

Creganna

MOOLEPTMCE5300

Class-1)

* The address of importer mentioned on

LOA is  Feroszons  Laboratorries
_:_L{J'NI'Ffd.. 197-A the Mall Rawalpindi

Minutes of 65" Meeting of MDB (25-01-2024 & 26-01-2024)
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KP

42000 _ Pakistan  while

FSC; Ireland Shelf life: 2 years establishment license (Form-4) it is
Submission Issued date; 07/02/2022 Feroszons Laboratorries Limited P.O
date:02/08/2023 Ferocsons, Amangark Nowshera
(KPK), Pakistan. Justify it.
Fee submitted:
S0,000/-PKR * FQA cerificate for M/S Creganna
Medical Parkmore West, Galway,
Challan# Irelandnis expired on 15-09-2023 but
071951798 valid upon submission.
| ® EC Design examination certificate is
expired on 15-09-2023 but valid upon
submission.
¢ 150 certificate lor legal manufaciurer
expired on 01-09-2023 but valid upon
submission. Provide wvalid [1SO
certificate, CE  certificate & CE
design examination certificate.
¢ DOC for the applied product is not
submitted.
* Apply separale case with separate fee
of 50,000 PKR for Zurpaz ™
Steerable Sheth Set, Asymmetric
Model(MOMEPTMCAB3400)
M/s Feroszons | Legal Manufacturer: | Acurate neo 2 | Deferred for the provision of following:-
Laboratorries Transfemoral Delivery : 2 :
Limited, P.O | Boston scientific | System (SYM-DS-019) | ° Manufacturing  sile  ic, Baston
Ferozsons, Corporation 300, | (Cardiac Valves | Scientific Limised Bollybrit Business
Amangarh, Boston Scientific Way, | Transcatheter Implant) Park. Golway, Ireland L
Noriabara Mariborough, MA mentioned on  credentials  of
(KPK), 01752 USA Codes & Sizes: MaBIGIhrer.
Pakistan (SYM-DS-010) * LOA is expired on 31-12-2023.
ELI: 00120 Manufacturing Site:
aEs e a3 * The address of importer mentioned on
Dossier# 4053- | Boston Scientific I.rﬁ:' i Lereszons Laboratorries
KP Limited Ballybrit | Shelf Tife: 12 months Limited. 197-A the Mall Rawalpindi
_— Business Park, Galway, m_ﬂlkﬁlﬂ wh'h': m‘mﬁlﬂlmum
Submission Ireland license (Form=4) it is Ferosrons
date:02/08/2023 Laboratorries Limited, P.O Ferpzsons,
Amangarh, Nowshera (KPR
Fee submitted: | FSC: Ireland - :
5;;[:;_'[:"(3 Date of Issue: Pakistan, Juﬂ“}l it
Challan# 01/12/2022 » Apply separate case with separate fee
8000517473 of 50,000 PKR for Acurate neo 2
Loading Kit (SYM-AC-010).
M/s Feroszons | Legal Manufacturer: | Inogen EL ICD Deferred for the provision of following:-
Laboratorries Boston scientific | (Implantable ; - ;
Limited, P.O | Corporation 4100 | cardiovereter ; M:.mufmunng e M Hnlos
: ; i ; Scientific Limited Ballybrit Business
Ferozsons, Hamline Ave N Saint | Defibrilator) Park. Galw Wl 15 fat
Amangarh, Paul, MN, USA 55112 s o SRRl ¢
Nowshera Model: Dig;| TEBKOS).  on  Eeldele (9
(KPK), Manufacturing Site: | D141.D142,D143 manufacturer.
Pakistan e LOA is expired on 31-12-2023.
ELIL: 00120 Boston Scientific | Class-D : 2
Limited Cashel Road * The address of importer mentioned on
Dossier# 4054- | Clonmel,  Tipperary | Shelf life: 2 years LOA is [Ferosons Laboratorries
KP Ireland - e -
42000 Pakistan while on
Subrilision FSC: USA establishment license (Form-4) it is
date:02082023 | Date  of  Issue: Feroszons Laboratorries Limited .0

Minutes of 65® Meeting of MDB (25-01-2024 & 26-01-2024)
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12/10/2024 =5 ‘osher

Fee submitted: (KPK), Pakistan, Justify it.

30,000/-PKR e IS0 certificates for legal

Challan# manufacturer  (Boston _ Scientific

1471030631 Corporation 4100 Hamline_Ave N
Saint Paul, MN USA 355112) &
manufacturing site (Hoston Scientific
Limited  Cashel  Road
Clonmel Tipperary [reland) are nol
submitted.

« FOQA certificates for legal
manufacturer & manufacturing site
are not submitted.

o DOC for the applied produet is not
submitted.

40. | M/s Feroszons | Legal Manufacturer: | INOGEN CRT-D Deferred for the provision of following:-
Laboratorries {Cﬂ.l‘dill: | . B :
Limited, P.O | Boston Scientific | Resynchronization * Manufacturing site ie, Baston
Ferozsons, Corporation 4100 | Therapy Defibrillator) Scientific Limited Ballybrit Business
Amangarh, Hamline Ave N Saimt F a’*’, Galway, "m'w_ sl
Nowshera Paul, MN USA 55112 | Models: G140, G141 mentioned on  credentials  of
(KPK). manufacturer,
Pakistan Manufaciuring Site: Class-D s LOA isexpired on 31-12-2023.
- 00 Scientific | Shelf Life: 2 v
ELL: 00120 mot:d Cashel m;:;;: 2 e . Theﬁil:!rmuflmpoﬂﬂ mentioned on
Dossier# 4328- | Clonmel, Tripperary LOA is Ferosmoms Laboratorries
Kp Ireland o o
FSC: U.S.A e e DA
Submission | Valid till: 12/10/2024 establishment license (Form-4) it is
e Feroszons Laborgtorries Limited P.0)
- B Ferozsons, Amangarh__ Nowshera
(KPK). Pakistan. Justify it.
Fee submitted: « [SD certificates for legal
50,000/-PKR manufacturer  (Boston _ Scientific
Corporation 4100 Ham
Challan# Saint Paul. MN Llﬁajmé:ﬂ! ;‘f_g
GBI I62RO3IR manufacturing site { Bostan Scientific
Limited _____ Cashel Roend
Clonmel, Tipperary [reland) are not
submitted.

e FQA  cetificates for  legal
manufacturer & manufacturing site
are not submitted,

+ DOC for the applied product is not
submitted.

4. | Mis  Hitec | Legal Manufacturer: | BEYO MEDICAL Deferred for the provision of following -
Corporation M/s Surhou Bevo | (Disposable Double J
Office No. 2, | Medical Technology | Ureteral Stent) ¢ Provide original Bank deposit slip as
Ist Floor, Ali | Co,Ltd, 2nd Floor, 5th | Codes & Sizes: Not proof of fee submitted,
Complex, Building, No. 38 | provided. Biretes 2 .
Plaza NO, 77, | Reiguandu Road, | Class:C * Photocopied FSC (China) is provided
Blue  Area | Wuzhong  District, | Shelf Life: § years which is expired on 20-08-2023.
Fazal-e-Hag Sueru.I'f.R. China * Highlight the codes & sizes on FSC
Road FSC: China for the relevant applied product.
Islamabad Valid till: 2023/08/20 A gon .
ELI 00355 s Provide original, valid & embassy
Dossier#t 3713- attested FSC of country of origin,
ish * Provide original, valid & embassy

Minutes of 65" Meeting of MDB (25-01-2024 & 26-01-2024)
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Submission
date:

attested FSC of reference country or
CE mark centificate.

R « Provide valid & notarized LOA,
Fee submitted: e IS0 certificate is expired (on 16-10-
2022) at the time of submission.
e * Provide valid & notarized IS0, FQA
certificates.
¢ Provide notarized credentials of
manufacturer,
+ Stability studies of claimed shelf i.c..
05 years are not submitted.
M/s AS | Legal Manufacturer: | Acon  Mission Ultra | Deferred for the provision of following:-
Enterprises, M/s Acon Laboratories, | Hemoglobin (Hh)
03- Mozang | Inc., 5850 Oberlin | Testing Strips » Provide original, valid & embassy
Lahore, Drive, # 340,8an Diego, | (Hemoglobin (Hb) | attested FSC of country of origin
Pakistan. CA, 92121, United | Testing Strips) (USA).
ELI: 00190 States of America Codes & Sizes: As per . . -
Dossier# 3388- | FSC: China FSC * IS0 centificate is expired (on 06-09-
P Valid till: 2023/01/17 | Class-C 2022) at the time of submission.
mglmzm Shelf Life: 24 Months o EC certificate is expired (on 12-09-
. 2022) at the time of submission.
_ # Provide valid & notarized 1S0, FQA
Fee submitted: certificates.
A0, 0000
Challan# ¢ Clarify the brand name as iis Acon
2698361326 Mission Ultra Hemoglobin _(Hb)
Testing Strips on form-TA_while its
Mission Ulira Hemoglobin (Hb)
Testing Strips on product Labels.
s Provide valid DOC of product,
Ms  Moody | Legal Manufacturer; | Lifotronic Deferred for the provision of following:-
Global M/s Shenzhen | (Free Prostate Specific
Services, Lifotronic Technology | Antigen *  FSC of reference country/ CE mark
Office No. 14, | Co., Ltd, Unit A, 4th | (Electrochemiluminescen certificate is not provided.
2nd Floor, | Floor, Building 15, | ce Immunoassay)
Muijajid Plaza | Yijing Estate, No. 1008
Jinnah Avenue, | Songbai Road, Manshan | Sizes: 50T, 2x30T, 100T,
Blue Area | District, Shenzhen City, | 2x100T, 5x100T
Islamabad Guangdong  Province, | Class-C
44000, 518055, P.R China Shelf Life: 90 days
Pukistan. FSC: China
ELIO0926 Yalid till: 14/04/2024
Dossier# 4313- | LOA  valid till:31-12-
ish 2027
Submission
date:26/10v202
3
Fee submitted:
50,000/-
Challan#
947938529317
Mis  Moody | Legal Manufacturer: | Lifotronic Deferred for the provision of following:-
Cilobal M/s Shenzhen | (HYPERSENSTIVITYC
Services, Lifotronic Technology | -Reactive Protein (hs- | «  Submit differential fee of 25000/-
Office Mo. 14, | Co., Ltd, Unit A, 4th | CRP) Assay kits (Lateral PKR as fee for class C product is
2nd Floor, | Floor, Building 15, | Flow Immunoassay) 50000/- PKR and firm has
Minutes of 65" Meeting of MDB (25-01-2024 & 26-01-2024) Page 17 of 50
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Mujajid Plaza | Yijing Estate, No, 1008 | Sizes: submitted only 25000/~ PKR vide
Jinnah Avenue. | Songbai Road, Nanshan | 10Tests/kit, Challan® 6876681318.
Blue Area | District, Shenzhen City, | 25Tests/kit,
Islamabad Guangdong  Provinee, | 50Testa/kit,
44000, 518055, P.R China 100Tests kit
Pakistan, FSC: Germany
ELI:00926 Issued on:22-06-2021 Class-C
Dossier# 4316~ | FSC: China Shelf Life: 10 months
ish WValid till: 03/04/2024
Submission LOA wvalid till:31-12-
date: 2027
26/10/2023
Fee submitted:
25.000/-
Challan#
GETOORIA1E
M/s Malik | Legal Manufacturer: | Neo Eye ® Deferred for the provision of following:
I0OL, Room No. | M/s PT.Rohto | (Intraocular Lens)
B-14.15,16,17, | Laboratories Indonesia | Codes & Sizes: ¢ FSC Country of origin is expired but
2nd Floor, | Wisma Barito Pacific | RE-03PH/Diameter optik valid upon submission. Provide valid
Tehmas Khan | Lt.7 Tower B JLLetjen | 6.50mm, FSC.
?;ﬁ?mp- S:?ymmdhntﬂél RE-06F Diameter mmk'i!H}mﬂﬁﬂ“isuﬁmﬂﬁm!&&}
ayan | Silipi Palmerah, | 6.50mm, 2022) a1 the time of submission of

Univesity Jakarta, Barat 11410 | RP-11/Diameter  optik | =2 & 1€ BHE © ._'"“‘:;“";m
Road, Manufacturing site: | 5.25mm, A T
Peshawar Mis PT.Rohto | RP-12/Diameter  optik |  Certificate.
ELI: 00829 Laborstories Indonesia | 5.50mm,, * CE certificate is expired (on 24-04-
Dossier# 4292- | JLRaya Cimareme No. | RA-25Diameter optik 2023) at the time of submission of
kp 203, Kel. Cimareme, | 6.00mm, application. Provide notarized CE
Submission Kec. Ngamprah, Kab. | Class-C certificate.
date:26/102023 | Bandung Barat, | Shelf Life: 05 Years
Fee submitted: | Indonesia,
50,000/- Original FSC:
Challan# Indonesia
32024002 Date of Issue;

31082021

Valid till:31-08-2023

LOA  Valid till:18-07-

2026
M/s Malik | Legal Manufacturer: | Neo Eye ® Deferred for the provision of following:- |
10L, Room No. | M/s PT.Rohto | (Hydrophobic Lens)
B-14,15,16,17, | Laboratories Indonesia | Codes & Sizes: ¢ FSC Couniry of origin is expired but
2nd Floor, | Wisma Barito Pacific | RH-72 valid upon submission. Provide
Tehmas Khan | Lt.7 Tower B JLLetjen | Class-C valid FSC.
Building, 5. Parman, kav 62-63, | Shelf Life: 05 Years
Tehkal Payan | Silipi Palmerah, e ISO certificate is expired (on 28-02-
Univesity Jakarta, Barat 11410 2022) at the time of submission of
Road. Manufacturing site: application. Provide notarized 1S0
Peshawar M/s PT.Rohto cortificate.
ELI: 00829 Laboratories Indonesia
Dossier# 4293- | JLRaya Cimareme No. o CE certificate is expired (on 24-04- | X
kg 203, Kel. Cimareme, 2023) at the time of submission of | T3~
Submission | Kee. Ngamprah, Kab. application. Provide notarized CE S~
date:26/1(/202 | Bandung Barat, certificate. -l o
3 Indonesia. z
Fee submitted: | Original FSC:
50,000/- Indonesia
Challan# Date of lssue:
50353834468 31/08/2021

LOA Valid till:18-07-
2026
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7. | Mis Malik | Legal Manufacturer: | Neo Eye ® Deferred for the provision of following:-
10L, Room No. | Mis PT.Rohto | (Foldable Lens)
B-14,15,16,17, | Laboratories Indonesia | Codes & Sizes: e FSC Country of origin is expired but
2nd Floor, | Wisma Barito Pacific | RF-22L/Diameter valid upon submission. Provide
Tehmas Khan | Lt.7 Tower B Jl.Letjen | 6.00mm valid FSC.
Building. S. Parman, kav 62-63, | Class-C
Tehkal Payan | Silipi Palmerah, | Shelf Life: 05 Years | » 180 certificate is expired (on 28-02-
Univesity Jakarta, Barat 11410 2022) at the time of submission of
Road, Manufacturing site: application. Provide notarized 150
Peshawar Mis PT.Rohto certificate,
ELIL: 00829 Laboratories Indonesia |
Duossier® 4294- | JL.Raya Cimareme No. * CE certificate is expired (on 24-04-
kp 203, Kel. Cimareme, 2023) at the time of submission of
Submission Kec, MNgamprah, Kab. application, Provide notarized CE
date: Bandung Barat, certificate.
26/10°2023 Indonesia.
Fee submitted: | Original FSC:
50,000/- Indonesia
Challand Date of Issue;
69200790 31/08/2021
LOA  Valid till:18-07-
2026 }
48 | Ms Bone- | Legal Manufacturer: | Modular Head System | Deferred for the provision of following:-
Med, Office # | Tipsan Tibbi Aletler | (Modular Head System)
44, 46, 48, 50 | San, Ve Tic, A.S e EC certificate is expired (on 23-10-
First Floor, | Kemalpasa Cad.7404/1 | Class-D 2023) at the time of submission.
Mian  Plarza, | Sok. No. 3, Pinarbasi | Shelf Life: N/A Provide notarized & wvalid EC
Chandi MZMIR Turkive certificate.
Chowk,
Rawalpindi, FSC:Turkiye o EC design examination certificate
46000 Date of Issue: for the applied product is not
Godown 07/0972020 submitted. Provide notarized & valid
Address: LOA Valid  ill: EC design examination certificate.
Office 35-, 37. | 15/04/2026
First Floor,
Mian Plaza,
Chandi
Chowk,
Rawalpindi
ELI: 01157
Dossierdd377-
I‘.:l
Submission
date:23/1 172023
Fee submitied:
50,000
Challan#
JOT21983096
o | Ms Bone- | Legal Manufacturer: | Prizma hip System Deferred for the provision of following:-
Med, Office # | M/s TIPSAN TIBBI | (Prizma hip System)
44, 46, 48, 50 | ALETLER SAN, VE | Codes & Sizes: »  EC certificate is expired (on 23-10-
First Floor, | TIC, AS Kemalpasa 2023) at the time of submission.
Mian Plaza, | Cad.7404/1 Sok. No. 3, | Class-D Provide notarized & walid EC
Chandi Pinarbasi MNZMIR | Shelf Life: N/A certificate,
Chowk, Turkiye
Rawalpindi, » EC design examination certificate
46000 FSC:Turkiye for the applied product is not?
Godown Date of Issue; submitted. Provide notarized & vali
Address: 20/02/2023 EC design examination certificate.
Office 35-, 37. | LOA Valid ll:
| First  Floor, | 15/04/2026
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Mian
Chandi
Chowlk,
Rawalpindi
ELIL: 01157
Dossier#4378-P
Submission
date:23/1 172023
Fee submitted:
50,000
Challan#
96113581

Plaza,

&0, M/s Bone-
Med, Office #
44, 46, 48, 50
First Floor,
Mian  Plaza,
Chandi
Chowk,
Rawalpindi,
46000
Godown
Address:
Office 35-, 37.
First Floor,
Mian  Plaza,
Chandi
Chowk,
Rawalpindi
ELL: 01157
Dossierd#4379-P
Submission
date:23/1 172023
Fee submitted:
50,000
Challan#
Q07348804

Legal Manufacturer:
Mis TIPSAN TIBBI
ALETLER SAN, VE
TIC, A.S Kemalpasa
Cad.7404/1 Sok. No. 3,
Pinarbasi MZMIR
Turkiye

FSC Original: Turkive
Date of Issue:
07/09/2020
LOA
15/04/2026

Valid il

T-2ZH Hip Prosthesis

System
{T-2H
Svstem)

Class-D
Shelf Life: N/A

Hip Prosthesis

Deferred for the provision of following:-

-

EC certilicate is expired (on 23-10-
2023) at the time of submission.
Provide notarized & walid EC
cerlificate.

EC design examination certificate for
the applied product is not submitted.
Provide notarized & valid EC design
examination certificate.

LiR M/s Bone-
Med, Office #
44, 46, 48, 50
First Floor,
Mian  Plaza,
Chandi
Chowk,
Rawalpindi.
Godown
Address:
Office 35-, 37.
First Floor,
Mian Plarza,
Chandi
Chowk,
Rawalpindi
ELI: 01157
Dossier®4 3180-P
Submission
date:23/1 172023
Fee submitted:
50,000
Challan#
86041894156

Legal Manufacturer:
M/s TIPSAN TIBBI
ALETLER SAN. VE
TIC, A.S Kemalpasa
Cad.7404/1 Sok, No. 3,
Pinarbasi ZEMIR
Turkiye

FSC Original:Turkiye
Date of Issue:
07092020
LOA
15/04/2026

Valid il

Acetabular
Cemented System
{Acetabular

Cemented System))

Class-D
Shelf Life: N/A

Cup

Cup

Deferred for the provision of following:-

EC certificate is expired (on 23-10-
2023) at the time of submission.
Provide notarized & wvalid EC
certificate.

EC design examination certificate
for the applied product is not
submitted, Provide notarized & valid
EC design examination certificate,

-

X

R

¥

e/l

(
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Mis Bone- | Legal Manufacturer: | (Pressfit Cup Ti+ HA | Deferred for the provision of following:-
Med, Office # | M/s TIPSAN TIBBI | coated Sterile Ceramic

44, 46, 48, 50 | ALETLER SAN, VE | Liner PE Liner Starex | » EC cerificate is expired {on 23-10-
First Floor, | TIC, AS Kemalpasa | Screw 2023) at the time of submission.
Mian  Plaza, | Cad.7404/1 Sok. No. 3, | (Pressfit Cup Ti+ HA Provide notarized & walid EC
Chandi Pinarbasi MZMIR | coated Sterile Ceramic certificate.

Chowk, Turkiye Liner PE Liner Starex

Rawalpindi. FSC Original: Turkive Screw) e EC design examination certificate
Godown Date of Issue: for the applied product is not
Address: 07/0972020 Class-D submitted. Provide notarized & valid
Office 35-, 37. | LOA Valid till: | Shelf Life: N/A EC design examination certificate.
First Floor, | 15/04/2026

Mian  Plaza,

Chandi

Chowk,

Rawalpindi

ELL: 01157

Dossier#d381-P

Submission

date:

2371172023

Fee submined:

50,000

Challan#

3516570705

Mis Bone- | Legal Manufacturer: | Modular Bipolar Cup | Deferred for the provision of following:-
Med, Office # | Mfs  TIPSAN TIBBI | Uncemented with

44, 46, 48, 50 | ALETLER SAN, VE | Instrumenis set System e EC certificate is expired (on 23-10-
First Floor, | TIC, AS Kemalpasa 2023) @t the time of submission.
Mian  Plaz, | Cad.7404/1 Sok. No. 3, | (Modular Bipolar Cup Provide notarized & wvalid EC
Chandi Pinarbasi AZMIR | Uncemented with certificate,

Chowk, Turkive Instruments Set System)

Rawalpindi, FSC Original: Turkiye » EC design examination certificate for
Godown Date of Issue: | Class-D the applied product is not submitted.
Address: 07/09/2020 Shelf Life: NFA Provide notarized & valid EC design
Office 35-, 37. | LOA Valid  till: examination certificate.

First Floor, | 15/04/2026

Mian  Plaza,

Chandi

Chowk,

Rawalpindi

ELIL: 01157

Dossier#4382-P

Submission

date:23/11/2023

Fee submitted:

30,000

Challan#

6775086169

Mis Bone- | Legal Manufacturer: | CTD Modular Straight | Deferred for the provision of following:-
Med, Office # | M/s TIPSAN TIBBI | Stem Cemented, CTPH

44, 46, 48, 50 | ALETLER SAN, VE | Modular Straight Stem | »  EC certificate is expired (on 23-10-
First Floor, | TIC, AS Kemalpasa | with Ti+HA  coated | 2023) at the time of submission.
Mian  Plaza, | Cad. 7404/1 Sok. No. 3, | Uncemented, cement Provide notarized & walid EC
Chandi Pinarbasi AZMIR | Plug, Stem Centralizer certificate.

Chowk, Turkiye sysiem

Rawalpindi, FSC Original: Turkiye » EC desipn examination certificate
46000 Date of Issue: | (CTD Modular Straight for the applied product is not
Godown 07/0972020 Stem Cemented, CTPH submitted. Provide notarized & valid
Address: LOA Valid till: | Modular Straight Stem EC design examination certificate.
Office 35-, 37. [ 15/04/2026 with  Ti+HA  coated
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First Floor, Uncemented, cement
Mian  Plaza, Plug. Stem Centralizer
Chandi system) .
Chowk, '
Rawalpindi Class-D '
ELI: 01157 Shelf Life: N/A
Dossier#d 383-P
Submission
date;23/11/2023
Fee submitted:
50,000
Challan#
Q3659075
85 | Mis Asto Life | Legal Manufacturer: | CerTest H. pylori (Card | Deferred for the provision of following:-
Science (Pvi) | Certest  Biotec, S.L | kit x 20 tests + PC)
Ltd., Plaza No. | Poligono Industrial Rio | (H.Pylori Test Kit) * LOA is expired on 11-04-2023 at the
1 Block | Callego 11, calle J, n01 | Codes & Sizes: N/A time of submission, Provide notarized
Orchard 1, | pO, 50840 San Mateo | Class-A & valid LOA.
MPmpni RE;:]: gcmgalli.‘:gb. ZJaragoza, | Shelf Life: 24 months o Provide aotarized IS0 certificate.
Lahore FSC: Spain * Provide notarized FQA certificate.
ELL: 00103 Date of  [Issue: ) o . .
Dossierd 407-P | 29/09/2022 . i-"‘rnw-:!e: stability studies of claimed
Selieine shelf life.
date: 16052023 s Provide DOC as per European format
Fee submitted: & mention the medical device class on
3,000 it.
Challan#
15489881852
—_— |
5. | Aslo Life | Legal Manufacturer: | CerTest Adenovirus | Deferred for the provision of following:-
Science  (Pvt) | Certest  Biotec, S.L | (Card kit x 20 tests +
Lid., Plaza No. | Poligono Industrial Rio | PC) ¢ LOA is expired on 11-04-2023 at the
1 Block | Gallego IL calle J, n01 | (Adenovirus Test Kits) time of submission. Provide notarized
Orchard L. | pO, 50840 San Mateo | Codes & Sizes: N/A & valid LOA.
Paragon City | de Gallego, Zaragoza, | Class-A . ; y
Barki Road, | Spain Shelf Life: 24 months | * Frovide notarized ISO certificate.
Lahore FSC: Spain s Provide notarized FQA certificate.
ELI: 00103 Date of  lssue: |
Submission shelf life.
fd:m‘ mm?uza: s Provide DOC as per European lormal
e¢ submiited: & . y 5
5 000/~ & mention the medical device class on
: L.
Challan# '
93070487
§7. | M/s  Medical | Legal Manufacturer; | OptiOne  Single-Head | Deferred for the clarification as the LOA .
Equipment & | Licbel-Flarsheim Contrast Delivery system | is between Gubert Asia Pacific Limited,
System, 60/61, | Company, LLC 2111 E. | (Power Injector with | Hong Kong and Medical Equipment &
F.C.C  Syed | Galbraith Rd | Pedestal) System, 60/61, F.C.C Syed Maratab Ali
Maratab  Ali | Cincinnati, OH, 45237, Road, Gulberg-1V, Lahore whereas the
Road, Gulberg- | LLS.A Class-C Legal manufacturer is Licbel-Flarsheim
IV, Lahore | Company, LLC 2111 E. Galbraith Rd
FSC: LL.S.A Shelf Life: 7 years Cincinnati. OH 45237, US.A.
ELIL: 00554 Valid till:23/03/2023 .
3140-P Code: $8474 Frriermors; provide -
(14-07-2022 +  |pdated and original FSC
e Updated 1SO 13485 certificate.
s | Mfs  Medical an : | Hlumena Neo Contrast | Deferred for the clarification as the LOA
Equipment & | Liebel-Flarsheim Delivery System is between Gubert Asia Pacific Limited,
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System, 6061,

Company, LLC 2111 E.

(Injector System with

Hong Kong and Medical Equipment &

F.C.C  Syed | Galbraith Rd | Pedestal) System, 60/61, F.C.C Syed Maratab Ali
Maratab  Ali | Cineinnati, OH, 45237, Road, Gulberg-1V, Lahore whereas the
Road, Gulberg- | U.S.A Class-C Legal manufacturer is Liebel-Flarsheim
IV, Lahore Company, LLC 2111 E. Galbraith Rd
FSC: USA Shelf Life: 7 years Cincinnati, OH 45237, US A,
ELI: 00554 Walid till:23/03/2023
il41-p Code: 7216 Furthermore, provide -
04-07-2022
» Updated and original FSC
¢  Updated ISO 13485 certificate.
&9, | M/s Medical 1 | EDOF (Extend Depth of | Deferred for provision of following:-
Devices Mis  Eve  Bright, | Focus) Hydrophobic
Specialty, Medical Technology | Preloaded Aspheric IOL |« Valid LOA
Office # 1-2, | (Beijing) Co., Ltd No. 9 o  Valid ISO 13485,
First Floor, Al- | Xingchang Road, | Class-C
Riaz Plaza, | Changping Science
Bank Road | Park, Changping | Shelf Life: 5 years
Saddar, District, Beijing
Rawalpindi. 102200, P.R China Codes:
AE2UL22
ELI: 00919 FSC Netherland AEXUL24
4217-p WValidity AE2UL28
09-10-2021 19-01-2024
6 | Mfs Medical Prosert AQ (AQBXL) Deferred for provision of following:-
Devices M/s  Eye  Bright, | Hydrophobic Preloaded
Specialty, Medical Technology | Yellow Chromophore « Valid LOA
Office # 1-2, | (Beijing) Co., Ltd No. 9 | Aspheric Lens (10L) e Valid [SO 13485,
First Floor, Al- | Xingchang Road,
Riaz Plaza, | Changping Science | Class-C
Bank Road | Park, Changping ;
Saddar. District. Beijing Shelf Life: § years
Rawalpindi. 102200, IR China Codes:
T TP AQBXL22
e FSC Netherand AQBXL24
1dity AQBXL2S
0-10:203 | 19.01.200 ™
61, | M/s  Medical | Legal Manufacturer: | Proseri (AIUL) Deferred for provision of following:-
Devices M’  Eye  Bright, | Hydrophobic Preloaded
Specialty, Medical  Technology | Clear Aspheric IOL e Valid LOA
Office # 1-2, | (Beijing) Co., Lid No. 9 o Valid ISO 13485,
First Floor, Al- | Xingchang Road, | Class-C
Riaz Plazn, | Changping Science
Bank Road | Park, Changping | Shelf Life: 5 years
Saddar, District, Beijing
Rawalpindi. 102200, P.R China Codes:
ELI: —00919 s
s FSC Netherland AIUL24
ool g Validity AIUL28
09-10-2023 | 19.01-2024
62 | M/s Hospicare : | GELLI-ROLL Deferred for the provision of following:
Systems 9 | Gentherm Medical | (Reusable
Floor, Emarah | LLC, 12011 | Hypo'hyperthermia » Updated LOA, FSC, 1SO 13485 and
Suites, Plot 8-B | MOSTELLER RD. | Blankets) FQA certificates.
Block A Cincinnati, OH USA (
SMCHS 45241. Class-C
Shahrah-e-
Faisal Karachi, | FSC US FDA validity Shelf life: 2 vears

: nr/lfjun
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75350, 20-12-2023 | |
ELI-00274 Codes:
3761 FSC Netherland 82197
26-09-2022 WValidity 2198
Duplicate 01-12-2023 g2199
Dossier
63. | Hospicare u : | Plastipad Deferred for the provision of following:
Systems 9% | Gentherm Medical | (Reusable
Floor, Emarah | LLC, 12011 | Hypo/hyperthermia o Updated LOA, FSC, 1SO 13485 and
Suites, Plot 8-B | MOSTELLER RD. | Blankets) FQA certificates.
Block A Cincinnati, OH USA
SMCHS 45241, Class-C
Shahrah-e-
Faisal Karachi, | FSC US FDA validity Shelf life: | years
75350, 20-12-2023
ELI-D0274 Codes:
3763 FSC Netherland B2184,50103.82196,
26-09-2022 Validity 82192, 50111,82193
Duplicate 01-12-2023 82194
Dossier
&4 | Hospicare : | FilteredFlo Deferred for the provision of following:
Systems  9* | Gentherm Medical | (Air Hyper-Hypothermia
Floor, Emarah | LLC, 12011 | Blanket) s [pdated LOA, FSC, 1SO 13485 and
Suites, Plot 8-B | MOSTELLER R, FOQA certificates,
Block A Cincinnati, OH USA | Class-C
SMCHS 45241 ¢ Multiple (9 types including Warming
Shahrah-¢- Shelf life: Disposable wbe) types of Blankets applied in
Faisal Karachi, | FSC US FDA validity Single Patient Lise single application, give your priority
73350, 20-12-2023 for subject case and apply separately
ELI-00274 Codes as per FSC for others.
3761 FSC MNetherland
26-09-2022 Validity
Duplicate 01-12-2023 '
Dossier
65. | Mi/s Physiomed | Legal Manufacturer; | ViewFlex ™ Extra ICE | Deferred for the provision of following:
Pvi Lid, 268/3 | M/s St Jude Medical | Catheter
Kamal Road | Lid, Irvine Biomedical, | (Intracardiac Imaging | * Updated LLOA, and FQA certificate.
Saddar, Inc. a St. Jude Medical | Catheter)
Rawalpindi Company 2375 Morse
Avenue Irvine, CA | Class-D
ELI: 00199 2614 USA
4341-p Manufacturing Site; | Shelf Life: 1 vear
26-10-2023 Mis St. Jude Medical
Lid Edificio # 44, Calle | Code:
0, Ave.2, Zone Franca | DOR7031
Covol El Cavol
Alajuela Costa Rica
Original FSC: USA
Valid till: 16/01/2025
66, | Imtiaz Fornia Disposable | Deferred for the provision of following:
Brothers, Suite. | M/s  Royal  Fornia | Central Venous catheter
No. 7B, 2nd | Medical Equipment | Kit) * Design examination certificate and
Floor , Abrar | Co., Ltd, No. 18, Kejiyi | (Disposable Central apply separately for other two types.
Business Road, Hi-Tech | Venous Catheter  Kit, '
Center, 25- | Innovation Coast, | Single Lumen)
Main Wahdat | Tangjia Bay, Zhuhai,
Road, Lahore. | Guangdong. China. | Class-D
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ELIL: 00133 Original FSC: China | Shelf Life: 03 Years
4291-p Valid till: 23/09/2024 :
FsC
67. | Trowmedic Legal Manufactyrer: | Confidence Male | Deferred for the clarification since the
International, Condoms manufacturer M/s Fitone Latex proudects
Building Fitone Latex Products | (Matural Rubber Latex | co., Guangdong has  issued the
Ne.117, Co., Ltd No. 5 Huitong | Male condoms) termination of agency agreement to M/s
sagian, T4, | Road, Lingbei Trowmedic, Lahore ELI No.00069. M/s
Opposite Industrial Zone, Suixi, | Class-C | Fitone Latex proudects co., Guangdong.
Sanda stop | Zhanjiang, Guangdong |G e i
Band  Road | China Shelt Lile: As par| ooy Dhese Lel. gedoch 9o,
% ihore stabiility stady Guangdong has  issued the new
S i - agreement  with CSM  Pakistan
. g e (Guarantee) Ltd, Plot no. C-21, ground
ELL mp 9 WValid till: 25/04/2021 Codes & Sizes: As per floor. secior 31-A. Mebws Extension,
o s e Korangi industrial area, Karachi,
o8 | M's Med Lab : | Cytomegalovirus ELISA | Deferred for the provision of following:-
Services Office | M/s  VIRCELL, SL, | IgG kit
Moo 1, First | Parque Tecnologico de | (Cytomegalovirus Elisa | «  Valid LOA, FSC, IS0 13485 and
Floor, ABC |la Salud, Avicena 8, | 1gG) FOQA certificates.
Plaza, 18016 Granada {Spain)
commercial and Poligono Industrial | Class-C
center, Satellite | Dos de Octubre, Plaza
town, Dominguez Ortiz 1, | Shelf Life: 21 months
Rawalpindi. 18320 Sama  Fe,
ELI-00056 SHanada, g‘l’g;“ .
1882-p Spain. FSC: Spain Date |
06-11-2020 of issue 04.01.2018 ’
69, | Mis 5. | Manufa ; | SPIKE ULTRA LC Deferred for the provision of following:-
Traders, Office | M/S Fiab, Fiab Spa- | (Leads for temporary
# 14, 3rd Floor | Sede Legale: Via P. | cardiac pacing) * Updated and notarized FQA certificate.
Majeed Plaza | Costoli, 4-50039 s Credentials as per format approved in
Bank  Road, | Vicchio-Firenze, ltaly | Class-D 3™ meeting of MDB,
S o Stability stud ing deta
e et M _ R vy studies, manufacturing details
Rawalpindi g&:ﬂ t}rng:gat}. Ital;im: Shelf Life: 2 years and QC tests protocols
ELI: 00531 15/05/2023 Codes & Sizes: As per | » The firm applied in Single grouping
+500-1 FSC criteria.  whereas the  application
06-12-2023 submitted has multiple  models,
clarification is required.

* Labels or broachers

= MRP of the device.

e Declaration of Conformity, W be
printed on manufaciurers letter head
duly filled and signed by responsible

: person.

= Apply separately for other models.

70. | Mis S.J | Legal Manufacturer: | Introducer Sets Deferred for the provision of following:-
Traders, Office | M/S Fiab, Fiab Spa- | (Hemostasis valve _ )
£ 14, 3rd Floor | Sede Legale: Via P. | percutancous introducer | * qu‘i'_m and  notarized  FQA
Majeed Plaza | Costoli, 4-50039 | set) SE N
Bank  Road, | Viechio-Firenze, ltaly = Credentials as per format approved in
Saddar, Class-C 3 meeting of MDB,

Date of Issue: | Shelf Life: 2 vears detalls wnd GIC st

ELI: 00531 15/05/2023 G N (oot
4401-p e The firm applied in Single

w/ 'f/m
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»

06-12-2023 Codes & Sizes: As per criteria whereas the application
FSC submitted has multiple models,
clarification is required.

s Labels or broachers

« MRP of the device.

+ Declaration of Conformity, o be
printed on manufacturers letier head
duly filled and signed by responsible
person.

s Apply separately for other models.

T | Mis Total an : | Leoni plus Deferred for the provision of following:-
Technologies | Liwenstein Medical SE | (Ventilator)
Pvi. Lid, & Co. KG Arzbacher * The agreement for the subject device
696-J-2, M.A. | Strabe.80 36130 Bad | Class-C between the importer and the legal
Johar  Town, | Ems/ Crermany manufacturer.
I];.:Lm;:" Steinbech, Germany Service Life: B years » Apply separately for the other model
License No.: FSC: Germany Model: + Fee for the subject device is submitied
Valid till08-01-2024 Leoni plus on  05-12-2019, clarification s
ELI-00129 0217001 (DoC) required,
4455-p
07-12-2023
T | Mis Total | Legal Manufacturer: | Leon plus Deferred for the provision of following:-
Technologies | Liiwenstein Medical SE | (Anesthesia workstation)
Pvi. Ltd, & Co. KG Arzbacher *  The agreement for the subject deviee
69612, MLA. | Strabe.80 56130 Bad | Class-C | between the importer and the legal
Johar Town, | Ems/ Germany manufacturer.
Lahare, Steinbech, Germany Service Life: 10 years o Apply separately for the other model
Pakistan ,
License No; | FSC: Germany Model: # Fee for the subject device is submitted
Valid till08-01-2024 Leon plus on 05-12-2019, while application is
ELI-00129 0200010 submitted on 07/12/2023 clarification
4454-p is required.
07-12-2023
7 | Mis Total | Legal Manufacturer: | Lifetherm 2000 Deferred for the provision of following:-
Technologies | Ldwenstein Medical SE | (Baby warming Bed)
Pwt. Ltd, & Co. KG Arzbacher * The agreement for the subject device
696-J-2, MA. | Strabe.80 56130 Bad | Class-C between the importer and the legal
Johar  Town, | Ems/ Germany manufacturer.
]I;m Steinbech, Germany Service Life: 8 years o Apply separately for the other model
License No.: FSC: Germany Model: * Fee for the subject device is submitted
Valid till08-01-2024 Lifetherm 2000 on  013-12-2019, clarification s
ELI-00129 02 1 5500hal 2000200010 required.
4453-p
07-12-2023
74 | Mfs The Cure, anu ULTRA WANTY HP | Deferred for the provision of following:-
Suite Mo 06, | M/s  Zhejiang  Barty | PTA Balloon Catheter
Ist Floor, Capri | Medical ~ Technology | (HP  PTA  Balloon | « Credentials of manufacturer abroad
Center, Firdous | Co,, Lid. Address: | Catheter) J
Market, Room 101, 201, 301, * Address of the manufacturer on LOA
Gulberg 11, | Building 26, Yinhai | Class-B and FSC is different from the address |
Lahore, Technology Innovation mentioned on ISO 13485 and FQA/ CE
Pakistan Center, Xiasha Street, | Shell life 2 vears certificate. clarification is required,
Qiantang . ied i ]
ELL: 00567 | District 310018 Codes & Sizes: As per | — gur ifmmﬁ;: Sﬁim
444 Hangzhou City, | FSC ;

Class-C so differential fee of Rs.
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21-12-2023 Zhejiang Province, 25000/- to be submitted.
China.
# FSC of any reference country.
FSC Original: China
Valid till: 2024/02/27
75 IS'v{-’_s Th:] Cure, v h LEETY™ PTCA | Deferred for the provision of following:
uite Mo 06, [ M/s  Zhejiang  Barty | Balloon Catheter 4
Ist Floor, Capri | Medical  Technology | (PTCA Balloon Cathetery | *  Credentials of manufacturer abroad
Center, Firdous | Co., L.  Address: +  Address of the manufacturer on LOA
Market, Room 101, 201, 301, | Class-D and FSC is different from the address
Gulberg 11l | Building 26, Yinhai mentioned on ISO 13485 and FQA/
L.ahore, Technology Innovation | Shelf life: 2 years CE centificate, clarification is
Pakistan Center, Xiasha Street, required.
Qiantang Codes & Sizes: As per
ELE: 00567 District, 310018 FSC * The firm applied in Class-B whereas
4465-P Hangzhou City, the subject device is registered in
21-12-2023 Zhejiang  Province, Class-C so differential fee of Rs.
China. 25000/- to be submitted.
FSC Original: China = FSC of'any reference country,
Valid till: 2024/02/27
| {Original Documents)
% | Mis The Cure WANTY ™  PTA | Deferred for the provision of following:
Suite No 06, | M/s Zhejiang Barty | Balloon Catheter
Ist Floor, Capri | Medical Technology | (PTA Balloon Catheler) + Credentials of manufacturer abroad
Center, Firdous | Co., Lid. Address:
Market, Room 101, 201, 301, | Class-B + Address of the manufacturer on LOA
Gulberg  IIl, | Building 26, Yinhai and FSC is different from the address
Lahlcn'e. Technuiog?- Innovation | Shelf life: 2 Year mentioned on 15O 13485 and FOA/
Pakistan Center, Xiasha Street, CE  certificate,  clarification s
Qiantang Codes & Sizes: As per required.
ELI: 00567 District, 310018 F5C e
1466-P Hangzho City. * The firm applied in Class-B whereas
21-12-2023 | Zhejiang  Province, the: subject device iz registered in
China. Class-C so differential fee of Rs.
25000/- to be submitted.
FSC Original: China e FSC of any reference country.
Valid till: 2024/02/27
7. | Mis The Cure | Legal Manufacturer: | Ulrn LEETY ™ HP | Deferred for the provision of following:-
Suite No 06, | M/s  Zhejlang  Barty | PTCA Balloon Catheter)
15t Fiuorl,ICapri Medical  Technology | (FTCA Balloon Catheter) | » Credentials of manufacturer abroad
Center, Firdous | Co., Lid.  Address: 1 o Aiddress of the anslactarss o6 LOR
Market, Room 101, 201, 301, | Class-D M
g e and FSC is different from the address
Gulberg 111, | Building 26, Yinhai : . -
: : L —_ mentioned on 150 13485 and FQA/ CE
Lahore, lechnology Innovation | Shelf life: 3 Years certificas. clarification i red.
Pakistan Center, Xiasha Street, gk
Qiantang Codes & Sizes: As per | * The firm applied in Class-B whereas
ELI: 00567 District, 310018 FSC the subject device is registered in
4467-P Hangzhou City, Class-C  so differential fee of Rs.
21-12-2023 Zhejiang Province, 25000/« 1o be submitted,
China. * Design examination certificate
FSC Original: China = FSC of any reference country,
Valid till; 20240227
7. | M/s Ontech M.5. Eleciro Medical SWISS LITHOCLAST Deffered for provision of original wa]i(
Corporation Systems S A MASTER AND notorised LOA & valid copies of ISO
B-154 Block Address: Ch. de la ACCESSORIES 13485 & Service Life/ Stability data.
13-Da2 Vuarpilliére 31 CH-
L Gulshan -e- 1260 Nyon - Class C
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Igbal, Karachi, | Switzerland
Pakistan. Shelf life:
FSC: Switzerland Valid
{EL!-?DZB‘:‘I} Till: (13-06-2025
Submission
date 13-07-
2022
79, | M/s Ontech PLASTI-MED Plastik | PLASTI-MED Deffered for provision of original
Corporation Medikal Uriinleri San. | URETERAL STENTS notorised LOA, CE. ISO 13485 &
B-154 Block Ve Tic. Lid. $t. SETS Service Life/ Stability data.
13-Dv2 Address: Deri 0SB
Gulshan -e- Mah. Yan Sanayi Cad. | ClassC Separate applications for all types.
Igbal, Karachi, | No:13
Pakistan, Tuzla/ISTANBUL, Shelf life:
(ELI-00289) TURKIYE.
Submission FSC: Turkey Valid
date 04-06- | Till; 21-08-2023 |
2022
80, M/s Noor Bovie Medical Bovie High Frequency Deferred for provision of IS0 13485 for
International, | Corporation Electrosurgical same manufacteurer.
29D, Block | 5115 Ulmerton Road | (ienerator
Karachi (ELl- | Florida 33760
00061) .
FSC: USFDA valid tll | ©1%8€
18-04-25 Service Life: 7 vears
81. | M/s Sind InTec PRODUCTS, ADVANCED Deferred for the provision of following
Medical INC., 332 Xinguang QUALITY documents:
Stores, Road, Xinyang Ind. ONE STEP HBsAg
13-B, Block 6, | Area, Haicang, TEST !/ & FSC of any RRA/ CE Certificate
PECHS, Xiamen, Fujian DIAGNOSTIC KIT FOR
Shahrah e 361022, HEPATITIS B VIRUS
Faisal, Karachi | P.R.China SURFACE ANTIGEN
- 75400, {Colloidal Gold)
PAKISTAN FSC Valid Till (25-10- | CAT. NO.ITPO1003,
Lic. No.ELI- 2022)
00010 Class - D
Shelf Life = 24 Months
The Kit must be stored at
2-30°C.
s2. | M/s Sind InTec PRODUCTS, ADVANCE Deferved for the provision of following
Medical INC., 332 Xinguang QUALITY ONE STEP documents:-
Stores, Road, Xinyang Ind. ANTITP
13-B, Block 6, | Arca, Haicang, {Treponema Pallidum /|« FSC of any RRA/ CE Certificate
PECHS, Xiamen, Fujian Syphilis) TEST /
Shahrah e 361022, DIAGNOSTIC KIT FOR
Faisal, Karachi | P.R.China ANTIBODY TO
— 73400, TREPONEMA P
PAKISTAN FSC Valid Till (25-10- | ALLIDUM (Colloidal |
Lic. No.ELI- 2022) Gold) .
00010 CAT. NO. ITPO3004.

Class - D
Shelf Life = 24 Months

The Kit must be stored at
2-30 *C,
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83. | M/s Sind InTec PRODUCTS, ADVANCE QUALITY | Deferred for the provision of following

Medical INC., 332 Xinguang ONE STEP MALARIA | documents:-

Stores, Road, Xinyang Ind. ipf/pv)

13-B, Block 6, | Area, Haicang, TRI-LINE TEST s FS5C of any RRA/ CE Certificate
PECHS, Xiamen, Fujian CAT. NO. ITP11003

Shahrah e 36102z,

Faisal, Karachi | P.R.China Class -D

- 75400, ife=2

PAKISTAN | FSC Valid Till (25-10- | el Ve = 24 Months

Lie. No.ELI- 2022) The Kit must be stored at

00010 2-40 °C.

gL | M's Sind InTec PRODUCTS, ADVANCED Deferred for the provision of following

Medical INC., 332 Xinguang DIAGNOSTIC KIT FOR | documents:-

Stores, Road, Xinyang Ind. HEPATITIS B VIRUS

13-B, Block 6, | Area, Haicang, SUFRACE ANTIGEN s FSC of any RRA/ CE Certificate
PECHS, Xiamen, Fujian (ELISA) - CAT. NO.

Shahrah ¢ Jelo22, ITP21001.

Faisal. Karachi | P.R.China Class - D

- 75400,

PAKISTAN FSC Valid Till (25-10- | Shelf Life = 12 Months

Lic. No.ELI- | 2022) The Kit must be stored at

00010 7.8 °C.

a5 | M/s Sind InTec PRODUCTS, ADVANCED Deferred for the provision of following
Medical INC., 332 Xinguang DIAGNOSTIC KIT FOR | documents:-

Stores, Road, Xinyang Ind. ANTIBODY TO
13-B, Block &, | Area, Haicang, HEPATITIS C VIRUS ¢ FSC of any RRA/S CE Certificate
PECHS, Xiamen, Fujian (ELISA) - CAT. NO.

Shahrah e 361022, ITP23001.

Faisal, Karachi | P.R.China

- 75400, Class - D

PAKISTAN FSC Valid Till (25-10- | Shelf Life = 12 Months

Lic. No.ELI- 2023)

00010 The Kit must be stored at
2-8°C.

86 | M/s Sind InTee PRODUCTS, ADVANCED Deferred for the provision of following
Medical INC., 332 Xinguang QUALITY documents.

Slores, Road, Xinyang Ind. RAPID ANTIHCV
13-B, Block 6, | Area, Haicang, TEST ¢ FSC with relevant CAT No. required
PECHS, Xiamen, Fujian DIAGNOSTIC KIT FOR
Shahrah ¢ 361022, ANTIBODY TO
Faisal, Karachi | P.R.China HEPATITIS C VIRUS
- 75400, (Colloidal Gold)

PAKISTAN FSC Valid Till (25-10- | CAT. NO. ITPO1102.

Lie, No.ELI- 2022)

0010 Class - D
Shelf Life =24 Months
The Kit must be stored mt
2-30°C,

87. | Ms Sind InTec PRODUCTS, ADVANCED Deferred for the provision of following
Medical INC., 332 Xinguang QUALITY documents. ]
Stores, Road, Xinyang Ind. RAPID ANTI HIV
13-B, Block 6, | Area, Haicang, (1&2) TEST / s FSC with relevant CAT No, required
PECHS, Xiamen, Fujian DIAGNOSTIC KIT FOR
Shahrah e 361022, ANTIBODY TO
Faisal, Karachi | P.R.China HUMAN
= 75400, IMMUNODEFICIENCY
PAKISTAN FSC Valid Till (25-10- | VIRUS (Colloidal Gold) |
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Parque Industrial del

Norte

Lic. No.ELI- 2022) CAT. NO. ITPO2002.
" Class-D
Shelf Life =12 Months
The Kit must be stored at
2-30°C.

88 | M/s Abboit Manufacturer: Vysis FISH Pretreatment | Deferred for clarification and provision
Laboratories Reagent kit of DOC, labe! and stability studies.
(Pakistan) Ltd, | Abbott Molecular Inc. 02303032 |
Opposite 1300 East Touhy
Radio Pakistan | Avenue Des
Transmission | Plaines, IL 60018 USA | Shelf Life: Not
Center, Applicable
Hyderabad (Embassy Attested
Road, Landhi, | CFG USA
Karachi Validity: 01.08. 2024) Class: C

LOA issued on Rs.50,000/-
(ELI-00019) | 28.10.2022 i

89. | M/s Labserv, Manufacturer: Optilite® Freelite® Deferved for submission of valid and
House No. B- | The Binding Site Lambda Free Kit notarsied LOA and FQA or clarify?

165/2 Block Group Limited, Class C
A Caliszmn e | § Calthrope Rosd Shelf Life: 18 months
ke, O, Code:- LKOIS.OPT
Scheme 36, Birmingham, B13 1QT, ﬂﬂe :af Submi;isinrr' 31-
Karachi. United Kingdom. 05-2023
Lic. No. ELI- | FSC: UK issue date | o€ SO Med:
00105 16.08.2022 valid till i
i Storage lemperature:
19-08-2027 (embassy o cians 5.
attested Submitted in !" c w
Optilite® Freelite®
Kappa Free Kit)

o0, | M/s Labserv, Manufacturer: Optilite® Freelite® Deferred for submission of valid and
House No. B- | The Binding Site Kappa Free Kit notarsied LOA and FQA or clarify?

165/2 Block Group Limited, Class C ,
MOl | & Calhiope Koal Shelf Life: 18 months
Msihas, Ra——", Code:- LKO16.0PT
Scheme 36, Birmingham, B15 1QT, Date “f '*‘-ui:mi:f.sim* 1.
Karachi. United Kingdom. 05_2023“ '

FSC: UK issue date Fee sabemitied:
Lic. No. ELI- | 16,08.2022 valid till Rs. 50,000/ '
00105 19-08-2027 (embuassy | ¢ -~ - —

attested Submitted o W v

L

o1, | Muller & Neria Steel Deferred  for  clarification of  the
Phipps Unomedical a's (Infusion set) following.

Pakistan (Pv1) | CVR No. 64153315 Class-C A T
Limited Asholmvej 1-3, Shelf Life:- 05 years *  Clarify the Legal manufacturer and
Uzma Court, | Osted 4320 Lejre, Fee Submission: Rs. Physical manufacturer and revise | IS~
Main Clifton | Denmark 50,000/ Form 7A. S
Road, karachi | Physical Code & Size: Neria + Calrify the name of the producl’] .,'_
Date of Manufacturer; Steel G27/ G29 Needle applied is neria steel while on FSC it
submission:- Unomedical Devices - is Neria onlv.
28-08-2023 S.A. Storage Conditions: Store ) D _

de C.V. Avenida in a dry place at room | * Provide notarsied and valid LOA

Fomento Industrial temperature

Lote 9, M3
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Reynosa, Tamaulipas,
C.p,
Mexico C.P. 88736

Legalized & Notarized
FSC from Denmark,
Yalid till 24-05-2024

91 | M/s Biologic Legal Manufacturer HUNTLEIGH Deferred for submission of the
Medical following:-
Systems HUNTLEIGH FETAL DOPPLER SR2-
(BMS) 166-E, | HEALTHCARE LTD * The name of the product in the FSC is
Block No. 3, Diagnostic products CLASS-B not aligned with the name appliud}!’mn
Annex B, Off Division 335 TA, provide or clarify. &
Khalid Portmanmoor Road Shelf Life: N/A SONICAID in the FSC CLARIFY
BinWaleed Cardiff CF24 SHN
Road United Kingdom » Submit wvalid 1S0 13485, FQA/CE
PECHS certifcaite  and valid and notarsied
Karachi FSC embassy LOA.
attested: UK o Submit EPSP, DOC and manufacturing
ELL: 000346 DATE OF ISSUE: o 4
28.01.2019 S Mg i
(Master Files) e The firm has not provided service life,
clarify,
93. | M/s Biologic Legal Manufacturer HUNTLEIGH Deferred  lor  submission  of  the
Medical following:-
Systems HUNTLEIGH VASCULAR DOPPLER . .
(BMS) 166-E. | HEALTHCARE LTD * The neme of the product in the FIC i=
Block No.3, | Diagnostic products | Model: DMX-DMXR not aligned with the name applied Form)|
Annex B. Off | Division 35 TA. Huwm, code is the same clarify.
Khalid Portmanmoor Road Class-B Dopplex in the FSC
BinWaleed Cardiff CF24 5HN * Submit wvalid IS0 13485, FQA/CE
Road United Kingdom Shelf Life: N/iA certifeaite  and wvalid and notarsied
PECHS LOA.
Karachi FSC: UK P i
DATE OF ISSUE: + Submit F-.PSF. DOC and manufacturing
ELL: 000346 | 28.01.2019 and testing method.
# The firm has not provided service life,
clarily
94 | M/s Biologic Legal Manufacturer HUNTLEIGH Deferred for submission of the
Medical following:-
Systems HUNTLEIGH Sonicaid team 3 . .
(BMS) 166-E, | HEALTHCARELTD | Antepartum and e Clarification f“:;“‘““d ';'_‘5“(':" “"i’d
Block No. 3, Diagnostic products intrapartum Battery 53'51.“:".:'5 i ?m.':.c 1‘; e c:' Y
Annex B, Off | Division 33 FETAL Monitor sonseat d“"“f*“'; “"T’A e
Khalid Portmanmoor Road T 7 il
BinWaleed Cardiff CF24 SHN | Model: TEAM3A- o Submit valid ISO 13485, FQA/CE
Road United Kingdom TEAM3I certifcaite and valid and notarsied
PECHS LOA.
" DTE O 5 N i M
ELL: 000346 | 28.01.2019 s oo o st o
e The firm has not provided service life,
clarify
9% M/s Allmed Jiangsu Qianjing N DISPOSABLE Deferred for clarifcaition of the System
Solutions, Medical Equipment ENDOSCOPIC family under the MDR 2017 and submit
A-21/3, KDA Co., Lid, China STAPLER AND embassy attested (Apostille FSC of all
Scheme No.1 RELOADS the codes of the product applied.
(ext) Stadium Address: No.6

= The product is from non-reference
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"

Road, Karachi | Fengming Road, Wujin | Class C country and the firm has submitted
Hi-tech Industrial expired CE certificate.
i ?:j’;’n'“m"'.‘m"".“z""" SNNELIN 2 0un o Provide velid snd notacsied CE
submission. | Changzhou, Jiangsu, | Fees Rs. 50,000/~ challan | Sfificate or FSC opf refrence
02-06-2022 | China no. 53009877 e
o The firm has also submitied two FSC
Embassy attested of China, one is already expired
expired FSC: China {embassy attested) and the other is
Valid 11.05.2022 valid and Apostille. Howver some
Apostille FSC is valid codes of the products not clear.
Till: 20.09.2025. Therefore, clarify.
s Submit complete stability study.

9% | M/s Alimed Jiangsu Qianjing DISPOSABLE LINEAR | Deferred for clarifcaition of the System
Solutions, Medical Equipment CUTTER STAPLERS {family under the MDR 2017 and submit
A-21/3. KDA | Co., Lid. China AND RELOADS embassy attested FSC of all the sizes of
Scheme No.1 the product applied. Or clarify.

{ext) Stadium Address: No.6 Class C
Road, Karachi | Fengming Road, Wujin e The product is from non-reference
Hi-tech Industrial Shelf life: 3 years country and the firm has submitted
(ELI-D0029) Development Zone, expired CE certificate.
Date of Wujin District, Fees Rs. 50,000/- 2 . - : B
i % Provide wvalid and notarsied CE
;\;ﬂ% W Jiangsu, Challan no. 38371084 cantbfiseie o B ool Tallenes soniry:
* The firm has also submitted two FSC
Embassy attested of China, one is already expired
expired FSC: China (embassy attested) and the other is
Valid 11.05.2022 valid but not embassy attested and is
Without embassy only notarized. i
“.mfmm" FHids vand * Submit embassy attested valid FSC of
Till: 20.09.2025 Chi
ina
& Submit complete stability study.

. | M/s AMB HK | Legal Manufacturer: | SURE-GUARD Deferred for final opportunity for the

Enterprises M/s Jiangxi Fenglin | IV CANNULA (With | provision of following:-
(PvT) Ltd. 2nd | Medical  Applicance | injection valve)
Floor Plaza 60, | Co.,, Lid,Fulin Road, ¢ Embassy attested valid FSC is still not
Commercia | | Fuzhou Ciity , Jiangxi | Class-B submitted.
Block-K, Provinee, China Shelf Life: 03 vears . )
Phase-1, DHA, | FSC: CHINA Valid | Storage Temperature; +5 | * 1h¢ firm applied IV cannulas of
Lahore  ELI: | till: 29/07/2025 to 425 following type in single application:
00863 * IV Cannula Pen type
Dossier# 3675- s IV Cannula with wings &
P Submission injection port
date; * [V Cannula with wings without
14/02/2023 injection port,

e Apply separate application with

separate fee of 25,000/~ PKR for each
| _typeof IV cannula.

%8 | M/s  Ahmad | Legal Manufacaturer: | ANTMED | Deferred for final opportunity for the |
Care M/s Shenzhen Antmed | (Contrast Media | provision of following:-

International, Co., Ltd, 18 lJinhui | Injectors)

nd Floor, 7 | Avenue, Pingshan New *  Photocopied CE certificate (Valid
Shahrah- District, Shenzhen | Codes & Sizes: As per till 26-05-2024) is provided.
eTajbagh, 518122 FSC. , i

Main Market, Class-C Provide original notarized CE
Phase 1, | FSC: China Valid till: | Shelf Life: 10-years certificate.

Tajbagh 13.00.2002 s Provide valid FSC (China). )
Housing
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Scheme, ahore,

Pakistan
2734-

% | Mis Reaction | Legal Manufacturer: | ASO Latex Deferred for final opportunity for the
Scientific M/s Spinreact, 5.AU. | (Slide Agglutination | provision of clarification since another
Private  (Ltd), | Carretera Santa | Serology Test Kit) application is submitted by M/s Perfect
337, Street No. | Coloma, 7. 17176. Sant | Coes & sizes: As per FSC | sciences, Rawalpindi who claimed that
17, Block-B, | Esteve de Bas. Girona, | 1200101 (50 Tests), | M/s Spinreact, Spain has terminated the
Sector B- 17, | Spain 1200102 (100 Tests) , | sgreement between Mfs Reaction
Istamabad. FSC: Spain 1200105 (200 Tests) Scientific and Spinreact, Spain.

ELI1: 00228 issued on 3-9-2018 i
Class-C
Shelf Life: 30 months

o0 | MY Heaction | Legal Manufacturer: | Spinreact RF  Latex | Deferred for final opportunity for the
Scientific M/s Spinreact, 5.AU. | (kit) provision of c¢larification since another
Private (Ltd), | Carretera Santa | [Slide Agglutination | application is submitted by M/s Perfect
337. Street Mo. | Coloma, 7. 17176, Sant | Serology Test Kit] sciences, Rawalpindi who claimed that
17. Block-B, | Esteve de Bas. Girona, | Codes: M/s Spinreact, Spain has terminated the
Sector B- 17, | Spain 1200201 (50 test) agreement  between M/s  Reaction
Islamabad. FSC: Spain 1200202 ( 100 test) Scientific and Spinreact, Spain.

ELIL: 00228 issued on 3-9-2018 1200205 (200 test)
Class C
Shelf Life:
30 months

101 | M/s Reaction | Legal Manufacturer: Spinreact RPR Carbon  Deferred for final opportunity for the
Scientific M/s Spinreact, S.AU. | (kit) provision of clarification since another
Private (Ltd), | Carretera Santa | (Slide Agglutination | application is submitted by M/s Perfect
337, Street No. | Coloma, 7. 17176. Sant | Serology Test Kit) sciences, Rawalpindi who claimed that
17. Block-B, | Esteve de Bas. Girona, | Code: M/s Spinreact, Spain has terminated the
Sector B- 17, | Spain 1200402 {500 tests) agreement  between M/s  Reaction
Islamabad. FSC: Spain Class C Scientific and Spinreact, Spain.

ELI: 00228 issued on 3-9-2018 Shelf Life: 30 months

iz | M/s Reaction | Legal Manufacturer: Spinreact CRP Latex Deferred for final opportunity for the
Scientific M/s Spinreact, S.AU. | (kit) provision of clarification since another
Private  (Ltd), | Carretera Santa | [Slide Agglutination | application is submitted by M/s Perfect
337, Street No. | Coloma, 7. 17176. Sant | Serology Test Kit] sciences, Rawalpindi who claimed that
17, Block-B, | Esteve de Bas. Girona, | Code: M/s Spinreact, Spain has terminated the
Sector B- 17, | Spain 1200301 (50 tests) between M/s Reaction
Islamabad, FSC: Spain 1200302 (100 tests) Scientific and Spinreact, Spain.

ELL 00228 issued on 3-9-2018 1200305 (200 Lests)
Class C
Shelf Life: 30 months
03 | Mfs Jawad | Legal Manufacturer: | Ferl Deferred with final opportunity for the
Traders, PS5 |M/s  Beijing Fert | (Sterile IV Catheter) provision of following:-
Tower  City | Technology Co., Lid,
Mall Godown | Room 4196, Building 1, | Codes & Sizes: as per | Notarized 1SO & CE mark certificates
Road Near | Shixingdong Jie, | FSC are submitted bul address for legal
Govt, Badachu High manufacturer (ie, M/s Beijing Ferl
Commerce Scientific and | Y Model Technology Co., Ltd, 1* and 2™ floors of
College Technologic Garden., building 3, building 4countryard 23,
Peshawar, Shijingshan  District, | Class-B panlong west Road, Mafang town,
KPK, Pakistan | Beijing China Pinggu district,101204 beijing PR,
ELI: (M532 Shelf Life: 3 years China) mentioned on them are different
Dossier# 3921- | Original FSC: China from the address of legal manufacturer
KP Submission | as on form-74 & LOA Le., (M/s Beijing
date:08/052023 | Valid till: 2024/01/22 Fert Technology Co., Lid, Room 4196,
Fee submitted: Building 1, Shixingdong Jie, Badachu
25,000/- High Scientific and Technologic |
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Challan No. Garden,, Shijingshan District, Beijing
891441408 China). Clarification is required.
i | M/s  Jawad | Legal Manufacturer: | Fert Deferred with final opportunity for the
Traders, PS | M/s  Beijing Fert | (Sterile  Safety IV | provision of following:-
Tower City | Technology Co., Lid, | Catheter)
Mall Godown | Room 4196, Building 1, MNotarized 150 & CE mark certificates
Road Near | Shixingdong Jie, | Codes & Sizes: are submitied but address for legal
Govi. Badachu High | As per FSC manufacturer (i.e, M's Beijing Fert
Commerce Scientific and | Y Model single port. Technology Co., Ltd, 1* and 2™ floors of
College Technologic  Garden,, building 3, building 4,countryard 23,
Peshawar, Shijingshan  District, | Class-B panlong west Road, Mafang town,
KPK, Pakistan | Beijing China Shelf Life: 3 years Pinggu district.101204 beijing PR
ELI: 00532 | China) mentioned on them are different
Dossier# 3923- | FSC: China Sfrom the address of legal manufacturer
KPP Submission as on form-74 & LOA Le., (M/s Beijing
date:0R0S52023 | Valid till: 2024/01/22 Fert Technology Co., Lid, Room 4196,
Fee submitied: Building 1, Shixingdong Jie. Badachu
25,000/ High Scientific and Technologic
Challan  No. Garden,, Shijingshan District. Beijing
437720164356 China). Clarification is required.
105 | M/sSASTOLife | Legal Manufacturer: | Surgical Specialties-TM | Deferred with final epportunity for the
Science  Pwi. | Surgical Specialties | Bone Wax provision of following:-
Lid Plaza No. | | Mexico 8. DE R.L. DE | (Bone Wax ) g ) ) )
Block Orchard | CV Corredor | Code & Sizes: As per | * Provide valid & notarized Design
1, Paragon City | TijuanaRosarito 2000, | FSC Examination certificate of the applied i
Barki Road, | 24702- B Ejido | Class-D product.
Lahore Cantt Francisco VilaTijuana, | Shelf Life:05 vears . i i .
ELI-00103 | B.C.CP. 22235 SRR TRC
Dossieré 733. | Mexico
gﬂm?“b‘“‘“‘““ FSC:USA
16/12/.2022 valid till: 18-02-2023
Differential fee
of 25000¢-
PKR submitted
vide  deposit
slip
Mo $75T73R3607
106, | M/s ASTO Life | Legal Manufacturer: | LOOK-TM Deferred with final opportunity for the
Science  Pwvt. | Surgical Specialties | SharpointTM- provision of following:-
Lid Plaza No. 1 | Mexico $. DE R.L. DE | Sharpoint-TM plus : :
Block Orchard | CV Corredor | (Plain or chromic Gui |*® Provide valid & notarized Design
1, Paragon City | TijuanaRosarito 2000, | suture) Examination certificate of the applied
Barki  Road, | 24702- B Ejido | Code & Sizes: As per | Product. F
Lahore Cantt Francisco VilaTijuana, | FSC sa ot .
—— B.C.CP. 22935 | Class-D * Provide valid FSC (USA). ::-._
Mexico Shelf Life:05 years =
Dossier#756-C ~
Submission FSC:USA .
date:16n 272022 | valid till: 18-02-2023 =
Differential fee
of 25000/~
PKR submitted
vide deposit
slip No.
(94086423476 -
107_| M/sASTO Life | Legal Manufacturer: | Sharpoint-TM

nylon | Deferred with final opportunity for the
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date: 16¢12/.202
2

valid till: 18-02-2023

Science  Pvi, | Surgical  Specialties | Sutures LOOK -TM | provision of following:-

Ltd Plaza No. | | Mexico S. DE R.L. DE | nylon Sutures

Block Orchard | CV Corredor | Sharpoint-TM Plus | « Provide valid & notarized Design
1. Paragon City | TijuanaRosarito 2000, | mylon Sutures |  Examination certificate of the applied
| Barki  Road, | 24702- B Ejido | ExactEtch-TM nrhni product.

Lahore Cantt Francisco  VilaTijuana, | Sutures . s

ELI-00103 B.C.C.P. 22235 | (Non-absorbable nylon | ® Provide valid FSC (USA).

Dossier#  732- | Mexico sutures)

C Sub Code & Sizes: As per

Submission FSC:USA FSC

date; 16/12/.202 | valid till; 18-02-2023 Class-D

2 Shell Life:05 vears

Differential fec

ol 25000

PER submitted

vide deposit

slip No.

GUINT29505

108 | M's ASTO Life | Legal Manufacturer: | Look-TM PTFE | Deferred with final opportunity for the

Science  Pvi. | Surgical Specialties | Sutures | provision of following:-

Ltd Plaza No. 1 | Mexico 8. DE R.L. DE | {(Non-absorbable PTFE | ! : i .
Block Orchard | CV Corredor | sutures) v Prokilc Wl & dwtiied Dodgn
1, Paragon City | TijuanaRosarito 2000, | Code & Sizes: As per Examination certificate of the applied
Barki Road, | 24702 B Ejido | FSC product.

Lahore Cantt Francisco VilaTijuana, | Class-D . ; ;

ELI-00103 | B.C.CP, 22235 | Shelf Life:05 years . SR O

Dossier®?  752- | Mexico

C |

Submission F&C-USA

Differential fee
of 25000/-
PER submitied
vide  deposit
slip
No.009026594
109 | M/s ASTO Life | Legal Manufacturer: | Sharpoint-TM Silk | Deferred with final opportunity for the
Science  Pwvi, | Surgical  Specialties | Sutures Sharpoint-TM | provision of following:-
Lid Plaza No. | | Mexico §. DE R.L. DE | Pius Silk  Sulures
Block Orchard | CV Corredor | LOOK  -TM  Silk | » Provide valid & notarized Design
1, Paragon City | TijuanaRosarito 2000, | Sutures ExactEtch-TM Examination certificate of the applied
Barki Road, | 24702- B Ejido | Silk Sutures product.
Lahore Cantt Francisco VilaTijuana, | (Non-absorbable sitk ; '
ELI-00103 B.C.C.P. 22235 | sutures) | * Provide valid FSC (USA).
Dossier# 731 | Mexico Code & Sizes: As per
C _— FSC -
Submission | (e 0 agpy | ClassD
date: 161212022 | i Shelf Life:03 years
Differential fee
of 25000/~
PKR submitted
vide  depaosit
slip No.
606413524
110. | M/s ASTO Life | Legal Manufacturer: | Quill-TM Deferred with final opportunity for the
Science  Pvi, | Surgical Specialties | Polypropylene Knotless | provision of following:-
Ltd Plaza No. | | Mexico 5. DE R.L, DE | tissue-closure  device
Block Orchard | CV Corredor | Stratafix —TM spiral | »  Provide valid & notarized Desi
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1, Paragon City
Bark: Road,
Lahore Cantt
ELI-00103
Dossierd
751-C
Submission
dute: 16712/ 2022

Differential fee

TijuanaRosarito 2000,
24702- B Ejido

Francisco VilaTijuana,
B.C..C.P. 22235
Mexico

FSC:USA

valid till: 18-02-2023

Polypropylene knotless
tissue control device
(Nonabsorbable
polypropylene
sutures)

surgical

Code & Sizes: As per
FSC

Class-D

Shelf Life:05 vears

Examination certificate
applied product.

Provide valid FSC (USA).

of

the

of 25000/-
PKR submitted
vide  deposit
slip No.
5586775206
1 | Mfs Mediland HLS  Set  Advanced | Deffered with final opportunity for
Pakistan Pvt | Maguet 50070 with Bioline | following shortcoming:-
Office No. b- | Cardiopulmonary coaling
09, 2nd Floor | GmbH Kehler Str. 31 | (Heart Lung Support Set) Provide  Design  examination
Masood g | PP SN NN | ClierD certificate which is not provided
Road near | FSC: Germany Shelf life: 2 years
Saidpur Road, | issuance: 06-06-2023 Model:
Rawalpindi, HLS Set  Advanced
50070 with Bioline
ELI; 00202 coating
3099-p
29-06-2022
112 | Mis Mediland | Legal Manufacturer: | Maquet HLS cannula | Deferred for the provision of Design |
Pakistan  Pwt | Maguel (Heart Lung Support Set | Examination certificate.
Office No. b- | Cardiopulmonary cannula, Arterial
09, 2nd Floor | GmbH Kehler Str. 31 | Cannulae)
Masood 76437 Rastatt Germany |
Arcade  1JP Clasz-D
Road near | FSC: Germany Shelf life: 3 vears
Saidpur Road, | issuance: 06-06-2023 4
Rawalpindi.
ELIL: 00202
3108-p
29-06-2022
13 | M/s Mediland | Legal Manufacturer: | Maquet PSL Set Deferred for the provision of Design
Pakistan Pvt | Maquet { Extracorporeal Life | Examination certificate.
Office No. b | Cardiopulmonary Supports system)
09, 2nd Floor | GmbH Kehler Str. 31
Masood 76437 Rastait Germany, | Class-D
Arcade e
Road near | FSC: Germany Shelf life: N/A
Saidpur Road, | issuance: 06-06-2023
Rawalpindi, Model/code:
ELI: 00202 BE-PLS 2050
J081-P
20-06-2022
114 | Mfs ~ Gulf | Legal Manufacturer: | Diagnostar Deferved with final opportunity for the
Marketing Healgen Scientific HBsAg Hepatitis B following:
International, | Limited Liability Surface Antigen Rapid
Gulf  House | Company 3818 Fuqua | Test (Serum/Plasma ) Valid & ! 3
& iL8f 5 e . embassay attested Free Sale

Certificate of the reference couniny
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Sutellite Town Class: D wherein the manufacturing site has |
| Abdullah Jan ?‘h:'_'.“'“gn‘."‘l Skte: s, i O ~liS matistad
Masjid Street | Zheliang Orient Gene | gy e yige: 24 months FQA/CE Certificale along with the
Near Kali | Biotech Co., L. 3787, | gip0/code: valid embassay attested Free Sale
Tanki Said Pur | East Yangguang Certificate of the country of origin.
Road, Avenue. Dipu Street | g g9,000/-dated 07-
Rawalpindi Anji 313300 Huzhou 04-7022 » Valid Notarized Design Examination
Zhejiang. China, ; Certificate
ELI-00194 Original Legalized
Free Sale Certificate
(FSC) issued by
Belgium dated 14-04-
2021
115 | M/s Gulf | Legal Manufacturer: Diagnostar Deferred with final opportunity [or the
Marketing Healgen Scientific HCV Ab Rapid Test following:-
International, Limited Liability Cassetle (Serum/Plasma)
Gulf House | Company 3818 Fugua + Valid & embassay attested Free Sale
10& 11-B2, | Street Houston USA Certificate of the reference country
Satellite Town Class: D wherein the manufacturing site has
Abdullah  Jan | Manufacturing Site: been mentioned Or valid notarized
Masjid  Street | Zhejiang Orient Gene Shelf-life: 24 months FQA/CE Certificate along with the
Near Kali | Biotech Co., L1d.,3787, | Size/Code: valid embassay attested Free Sale
Tanki Said Pur | East Yangguang Certificate of the country of origin.
Road, Avenue, Dipu Street
Rawalpindi Anji 313300 Huzhou Fee: 50,000/-dated 07- + Valid Notarized Design
Zhejiang, China, 04-2022, Examination Centificate
ELI-00194

Original Legalized
Free Sale Certificate
(FSC) issued by
Belgium dated 14-(4-
2021,

tie | Gulf Marketing | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the
International, | Healgen Scientific HIV (Human following:-
Gulf  House | Limited Liability Immunodeficiency
10& 11-B72, | Company 3818 Fuqua | Virus) Rapid Test e Valid & embassay antested Free Sale
Satellite Town | Street Houston LISA Cassetle (Serum /Plasma Centificate of the reference country
Abdullah Jan | oo o ring Site: ) wherein the manufacturing site has
Masjid - Street | 5 200 SE0E Y Cene _ been mentioned Or valid notarized
Near  Kali | B e ™l 3787 Class: D FQA/CE Certificate along with the
Tanki Said Pur | o o5 angguang " | Shelf-life: 24 months valid embassay attested Free Sale
Rum_i B Avenue, Dipu Street Size/Code: Certificate of the country of origin.
Rawalpindi | 4 i 313300 Huzhou e
Zheiiane. China Fee: 50,000/-dated 07- ¢ Valid Notarized Design Examination
ELI-00194 i i (4-2022. Certificate
Original Legalized
Free Sale Certificate
! (FSC) issued by
i Belgium dated 14-04-
2021,
17 | Mis Gulf | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the
Marketing Healgen Scientific Syphilis Ab Rapid Test following:-
Intemational, Limited Liability (Casselle)
Gulf  House | Company 3818 Fuqua | (Serum /Plasma ) + Valid & embassay autested Free Sale
10&  11-B/2, | Street Houston USA Certificate of the reference country
Satellite Town Class: C wherein the manufacturing site has
Abdullah  Jan | Manufacturing Site: been mentioned Or valid notarized
Masjid Street | Zhejiang Orient Gene | Shell-life: 24 months FQA/CE Centificate along with the
: | Near Kali | Biotech Co., L1d.,3787, | Size/Code: valid embassay attested Free Sale
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Tanki Said Pur | East Yangguang ] Certificate of the country of origin.
Road, Avenue, Dipu Strect Fee: 50,000/-dated 07-
Rawalpindi Anji 313300 Huzhou | 04-2022,

Zhejiang, China,
ELI-00194

Original Legalized

Free Sale Certificate

(FSC) issued by

Belgium dated 14-04-

2021.

18, | Mfs Gull | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the

Marketing Healgen Scientific Toxoplasma following:-
International, Limited Liability gondii Toxo)lgGlgM .
Gulf House | Company 3818 Fugua Rapid Test {Cassette ) | » Valid & embassay attested Free Sale |
10& 11-B72, | Street Houston USA {Serum/Plasma) Certificate of the reference country |
Satellite Town wherein the manufacturing site has
Abduliah Jan | Manufacturing Site: | o0, 0 been mentioned Or valid notarized
Masjid Street | £hejiang Orient Gene FQA/CE Centificate along with the
Near  Kali | Biotech Co., Lid.3787. | qppp ife: 24 months valid embassay attested Free Sale
Tanki Said Pur | E8st Yangguang Size/Code: Centificate of the country of origin.
Road. AvEnuc. Dipu Street
Rawalpindi ‘d"mf.s 13300 i luzhou Fee: S0,000/-dated 07-

Zhejiang, China. (4-2022.
ELI-00154 Original Legalized

Free Sale Certificate

(FSC) issued by

Belgium dated 14-04-

2021.

14 | Gulf Marketing | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the

International, Healgen Scientific Typhoid 1gG/lgM Rapid | following:-
Gulf  House | Limited Liability Test Cassetie
10& 11-B72, Company 3818 Fuqua {Serum/Plasma) * Valid & embassay attested Free Sale |
Satellite Town Street Houston USA Certificate of the reference country
Abdullah  Jan 5 Class; B wherein the manufacturing site has

Masjid  Street | panufacturing Site: been mentioned Or valid notarized
Nmr ) Kali Zhejiang Orient Gene Shelf-life: 24 months FQAJCE Centificate along with the
Tanki Said Pur | . Size/Code: GCTYP- valid embassay atested Free Sale
Biotech Co., Ltd.,3787, ; : ~3F
Road, East ¥ 302a, Centificate of the country of origin.
Rawalpindi angguang GCTB-302a
Avenue, Dipu Street
ELI-00194 Anji 313300 Huzhou Fee: 25,000/-dated (01-
Zhejiang, China. 03-2022,
Original Legalized
Free Sale Certificate
(FSC) issued by
Belgium dated 14-04-
2021. |
120 | Gulf Marketing | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the
International, Healgen Scientific Urinalysis Strips following:-
Gulf  House | Limited Liability
10& 11-B/2, | Company 3818 Fugua | Class: B s Valid & embassay atiesied Free Sale ]
m;::h T“;‘““ Street Houston LSA " Certificate of the reference country
.. “" | Manufacturing Site: A 14 onomthe wherein the manufacturing site has
Masjid Street e R Size/Code: . .
Mo Kali Zhejiang Orient Ciene been mentioned Or valid notarized
Tanki Said Pur | Biotech Co., Lid.3787, | pee; 25,000/-dated 07- FQA/CE Certificate along with the
Road. East Yangguang 04-20272. valid embassay attested Free Sale
Rawalpindi Avenue, Dipu Strect Certificate of the country of origin.
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Anji 313300 Huzhou

ELI-00194 Zhejiang, China,

Ovriginal Legalized

Free Sale Certificate

(FSC) issued by

Belgium dated 14-04-

2021.

121 | M/s Gulf | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the

Marketing Healgen Scientific HCG One Test following:-
International, Limited Liability Pregnancy Test Strip
Gull  House | Company 3818 Fuqua | (urine) * Valid & embassay attested Free Sale
10& 11-B72, | Sireet Houston USA Class: B Certificate of the reference country
Satellite Town i wherein the manufacturing site has
Abdullah Jan | Manufacturing Site: | g1 jife: 24 months been mentioned Or valid notarized
Masjid  Street Eﬁe:'a.“h%nnﬁf__gs;;? Size/Code: FQA/CE Certificate along with the
Nedr finl | See Lk, ' valid embassay attested Free Sale
Tanki Said Pur | E4st Yangguang Fee: 25,000/-dated 07- Certificate of the country of origin.
Road, Avenue, D‘lpll Street 04-20272

Zhejiang, China.
ELI-00154

Original Legalized
Free Sale Certificate
(FSC) issued by
Belgium dated 14-04-
2021.

122 | Gulf Marketing | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the
International, Healgen Scientific Dengue NS1 Antigen following:-
Cialf House | Limited Liability Rapid Test (Whaole
10&  11-B/2, | Company 3818 Fuqua blood, serum, plasma) e Valid & embassay attested Free Sale
Satellite Town | Street Houston USA Malaria P.f./Pan Ag Certificate of the reference country
Abdullah Jan Rapid Test Cassette wherein the manufacturing site has
Masjid  Street | Manufacturing Site: {Whole blood) been mentioned Or valid notarized
Near Kali | Zhejiang Orient Gene FQA/CE Centificate along with the
Tanki Said Pur | Biotech Co,, Ltd. 3787, | Class: B valid embassay attested Free Sale
Road, East Yangguang Certificate of the country of origin,
Rawalpindi Avenue, Dipu Street Shelf-life: 24 months
Anji 313300 Huzhou Size/Code:
ELI-00194 Zhejiang, China.
Fee: 25,000/-dated 07-
Original Legalized 04-2022.
Free Sale Certificate
(FSC) issued by
Belgium dated 14-04-
2021.
123 | M/s Gulf | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the
Marketing Healgen Scientific H.pylori Ab Rapid Test | following:-
International, Limited Liability Cassette (Whole blood,
Gull  House | Company 3818 Fugua serum , plasma) e  Valid & embassay attested Free Sale
10&  11-B/2, | Street Houston USA Certificate of the reference country
Satellite Town .| Class: B wherein the manufacturing site has
Abdulleh Jan | Yisnufacturing Slte: been mentioned Or valid notarized
Masjid  Street Bi:f“h“& 1143787, | Shetflife: 24 months FQA/CE Centificate along with the
Near Kali | =6 ‘r’nng.g_l'mng " | Size/Code: valid embassay attested Free Sale
Tanki Said Pur : Certificate of the country of origin.
Road Avenue, Dipu Street | g, 25 9g0/-dated 07-
T Anji 313300 Huzhou
Rawalpindi Zhejiang, China. 04-2022.
Original Legalized
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ELI-00194

Free Sale Certificate
(FSC) issued by
Belgium dated 14-04-
2021.

124, | Mis Gulf | Legal Manufacturer: | Diagnostar Deferred with final opportunity for the

Marketing Healgen Scientific Tuberculosis 1gG/lgh following:-
International, | Limited Liability Rapid Test Cassete
Gulf  House | Company 3818 Fuqua | Class: B *  Valid & embassay attested Free Sale
10& 11-B/2, | Street Houston USA Certificate of the reference country
Satellite Town Shelf-life: 24 months wherein the manufacturing site has
Abdullah Jan | Manufacturing Site: Size/Code: been mentioned Or valid notarized
Masjid Street | Zhejiang Orient Gene FQA/CE Certificate along with the
Mear Kali | Biotech Co., Ltd. 3787, | Fee: 25,000/-dated 07- valid embassay attesied Free Sale
Tanki Said Pur | East Yanggoang 04-2022, Certificate of the country of origin.
Road, Avenue, Dipu Street
Rawalpindi Anji 313300 Huzhou '

Zhejiang, China.
ELI-00194 Original ized

Free Sale Certificate

(FSC) issued by

Belgium dated 14-04-

2021,

125, | MUs Gulf | Legal manufacturer & | BIOTIME Deferred with final opportanity for the |

Marketing manufacturer sile (as (E2 Rapid Quantitative following:-
International, per FSC) Test)
Gulf  House | & Clarification regarding the difference
10811-B/2, Xiamen Biotime Code: BT2212 | of address in the submitted Free Sale
Satellite Town | Biotechnology Co.. Class-C | Certificate & Form 7-A.
Abdullah Jan | Ltd. 3* Floor, No.188, « Valid Legalized Free Sale
Masjid Street | Pingcheng South Road, | Shelf Life: 02- years Certificate.
MNear Kali | Haicang District, Fee: Rs=50,000/- dated Valid notarized 1SO13485,
Tanki Said Pur | Xiamen, Fujian ) 07-04-2022 Valid Legalized FSC from reference
Road, o 3610326, P=R. China. country/CE Certificate & FOA.
Rawalpindi Legal manufacturer (as | Date of Application:11-
ELI-00194 per Form-7: 04-2022

Xiamen Biotime
Biotechnology Co., Lid
2F/3F/4F, No.188,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian 36103

Legalized Free Sale
Certificate (FSC)
No.20200013 valid
upto 24-02-2022,

126, | M/s Gulf
Marketing
International,
Gulf House
10&11-B72,
Satellite Town
Abdullah  Jan
Masjid  Street
Mear Kali
Tanki Said Pur
Road,
Rawalpindi
ELI-00194

Legal manufacturer
& manufacturer site
(as per FSC)

Xiamen Biotime
Biotechnology Co.,
Lid. 3 Floor, No. | 88,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian
3610326, P>R. China.
Legal manufacturer
{as per Form-7:
Xiamen Biotime

BIOTIME
(AFP Rapid Quantitative
Test)

BT2402

Class-C

Shelf Life: 02- years
Fee: Rs=30,000/- dated
07-04-2022

Date of Application:11-
04-2022

Deferred with final opportunity for the

following:-

+ Clarification regarding the difference
of address in the submitted Free Sale]
Certificate & Form 7-A,

o Valid Legalized Free Sule

Certificate.

Valid notarized 15013485,
Valid Legalized FSC from reference
country/CE Certificate & FQA.
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Biotechnology Co., Ltd
2F/3F/4F, No.188,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Centificate (FSC)
No.20200013 valid
upto 24-02-2022.
127, | M/s Gult | Legal manufacturer BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site (¢ Tnl/CK-MB/Myo following:
International, | (as per FSC) Rapid Quantitative Test)
Gulf  House | » Clarificstion  regarding  the
10&11-B72, Xiamen Biotime BT2104 difference of address in the
Satellite Town | Biotechnology Co., submitted Free Sale Certificate &
Abdullah  Jan | Ltd. 3 Floor, No.188, | Class-C Form 7-A.
Masjid Street | Pingcheng South Road, | Shelf Life: 02- years *  Valid Legalized Free Sale
MNear Kali | Haicang District, Fee: Rs=50.000/- dated Certificate,
l'anki Said Pur | Xiamen, Fujian 07-04-2022 Valid notarized 1SO 13485,
Rawalpindi Legal manufacturer Date of Application:11- country/CE Certificate & FQA.
ELI-00194 {as per Form-T: 04-2022
Xigmen Biotime
Biotechnology Co., Lid
2F/3FMF, No. 188,
Pingcheng South Road,
| Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No.20200013 valid
uplo 24-02-2022.
128 | Mis Gulf | Legal manufacturer | BIOTIME Deferred with final opportunity for the
Muarketing & manufacturer site (tPSA Rapid following:-
International, | (as per FSC) Quantitative Test)
CGull'  House ] s s Clarification regarding the
10& 11-B/2, ::;Jt“f:n"i;lﬂﬂm; BT2404 difference of address in the
Satellite Town POTHIOIOSY 0. submitted Free Sale Certificate &
Abdullsh Jan | Ltd. 3 Fleor. No.188, | cjass.¢ Form 7-A.
Masjid  Street | Pingcheng South Road, | gheif Life: 02- years e Valid Legalized Free Sale
Near  Kali | Haicang District Fee: Rs=50,000/- dated Certificate.
Tanki Said Pur | Xiamen, Fujian 07-04-2022 e Valid notarized ISO13485.
Road, 3610326, P>R. China. o Valid Legalized FSC from reference
Rawulpindi Date of Application:11- ntry/CE Certificate & FOA.
ELI-00194 Legal manufacturer | g4.2022 Sy !
(as per Form-T:
Xiamen Biotime
Biotechnology Co., Lid
2F/3F/4F, No.188,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No.20200013 valid o
upto 24-02-2022. )
120 | Gulf Marketing | Legal manufacturer | BIOTIME Deferred with final opportunity for the |
International, & manufacturer site (PCT Rapid Quantitative | following:-
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Gulf  House | (as per FSC) Test)
10&11-B72, ¥iamen Bictime « Clarification regarding the
Satellite Town | pioechnology Co., BT2301 difference of address in  the
Abdullah Jan Lid, 3 Fhﬂi:, No.188. submitted Free Sale Centificate &
Masjid Street Pingcheng South Road, Class-C Form 7-A.
MNear Kali Haicang District, Shelf Life: 02- years s Valid L:galized Free Sale
Tanki Said Pur Xiamen, Fujian Fee: Rs=50,000/- dated Certificate,
Road, 3610326, P>R. China, | 07-04-2022 e Valid notarized 1SO 13485,
Rawalpindi =  Valid Legalized FSC from reference
ELI-00194 ;‘;’;;:i‘:'m Date of Application:11- nmmr}Lﬁ'E Certificate & FQA.
Xiamen Biotime
Biotechnology Co., Lud
2FI3F/4F, No. | 88,
Pingcheng South Rood,
Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No.20200013 valid
upto 24-02-2022.
130. | M/s Gulf | Legal manufacturer BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site (CRP Rapid Quantitative | following:-
International, | (as per FSC) Test)
Gulf  House - el = Clarification regarding the
10&11-B/2, Xiamen Biotime BT2302 difference of address in  the
Satellite Town | Biotechnology Co., submitted Free Sale Certificate &
Abdullah Jan | 1d- 3" Floor, No.188, | cyec ¢ Form 7-A.
Masjid Street | Pingcheng South Road, | gheif 1 ife: 02- years *  Valid Legalized Free Sale
Near  Kali :;"ﬂﬂﬁ ?:;1:“'-"— Fee: Rs=50,000/- dated Centificate.
Tanki Said Pur | Aamen, ) 07-04-2022 Valid notarized ISO 134835,
:md.l - 3610326, PR. China. R g Valid Legalized FSC from reference
awalpindi o ication:11- : o :
Hl.l-ﬂ-ﬂp:‘:'?-l :..qal m;nu i m;turer s PP country/CE Certificate & FQA,
as orm-T:
ximm Biotime
Biotechnology Co., Lid
IF/AAF/4F, No. | 88,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No.20200013 valid
upto 24-02-2022.
131 | Mfs Culf | Legal manufacturer BIOTIME Deferred with final oppartunity for the
Marketing & manufacturer site | (HbAlc Rapid following:-
Intemnational, {as per FSC) Quantitative Test)
Gulf  House | . . ' Clarification  regardin the
10&11-872, | Jbmen Blotime BT2501 e Pl il
iﬁ":ll:h Tn}m AR % e submitted Free Sale Certificate &
u an | "~ paTr e | Class-R Form 7-A. o
Masjid ~ Street f,:’gﬁ:‘“ggf;i Road. | Shelf Life: 02- years o Valid Legalized Free Sale
Near  Kali x}m: ok Fee: Rs=25,000/- dated Certificate.
lm Said Pur | 3610326, PoR. Ching, | 07042022 *  Valid notarized ISO13485. )
- . *  Valid Legalized FSC from reference
Rawalpindi Legal manufacturer | Date of Application:11- m.nmryfélE Certificate & FQA. \
ELI-00194 (88 per Form-7: 04-2022
Xiamen Biotime
Biotechnology Co., Litd

aeA—</) vy
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2F/3F/4F, No. 188,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No. 20200013 valid
upto 24-02-2022.
132. | Mfs Gulf | Legal manufacturer BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site {25(0H)-D Rapid following:-
International, i{as per FSC) Quantitative Test)
Gulf  House e Clarification regarding the
10&11-B72, Xiamen Biotime BT2801 difference of address in the
Satellite Town | Biotechnology Co., submitted Free Sale Certificale &
Abdullah  Jan | Ltd. 3™ Floor, No.188, | Class-B Form 7-A.
Masjid Sireet | Pingcheng South Road, | Shelf Life: 02- years + Valid Legalized Free Sale
Mear Kali | Haicang District, Fee: Rs=25,000v- dated Certificate.
Tanki Said Pur | Xiamen, Fujian 07-04-2022 e Valid notarized 150 13485.
Road, 3610326, P>R. China. - e  Valid Legalized FSC from reference
Rawalpindi Date of Application:11- country/CE Certificate & FQA.
ELI-00194 Legal manufacturer 04-2022
(as per Form-7:
Xiamen Biotime
Biotechnology Co., Lid
2F/3F/4F, No. 188,
Pingcheng South Road,
Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
Noe.20200013 valid
upto 24-02-2022,
135 | M/s Gull | Legal manufacturer BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site {Thyroid Profile : following:-
International, {as per FSC)
Gulf  House | . o TSHTTHTTiRapid = Clarification regarding the
10&11-B/2, | Xiamen Biotime Quantitative Test) difference of address in the
Satellite Town | Biotechnology Co., submitted Free Sale Certificate &
Abdullsh  Jan | L1d- 3" Fleor, No.188. | prsng9 gy2210, Form 7-A.
Masjid ~Street "'"‘,3“*"""5 South Road, | p2204 +  Valid Legalized Free Sale
Near Kali I}::_f::.? F;l::llr:::t —_ Certificate.
Tanki Said Pur = : Class- Valid notarized 15013485,
Rawalpindi Legal manufacturer Fee: Rs=25,000/- dated country/CE Certificate & FQA.
ELI-00194 (as per Form-7; 07-04-2022
Xiamen Biotime
Biotechnology Co., Ltd | Date of Application:11-
2F/3F/4F, No. 188, 04-2022
Pingcheng South Road,
Haicang Distriet,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
Mo, 20200013 valid
upto 24-02-2022.
134 | Mis Gulf | Legal manufacturer | BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site (Rapid Quantitative following:-
Internutional, | (as per FSC) Tests for Renal Function
Gulf  House Cys-C . NGAL , MAU)
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10&11-B/2, Xiamen Biotime s Clarification regarding the
Satellite Town | Biotechnology Ce., BT2601, BT2602, difference of address in  the
Abdullah  Jan | Lid. 3" Floor, No. 188, | BT2603 submitted Free Sale Certificate &
Masjid Street | Pingcheng South Road, ] Form 7-A.
Near Kali | Haicang District, Class-B ¢« Valid Legalized Free Sale
Tanki Said Pur | Xiamen, Fujian Shelf Life: 02- years Certificate.
Road, 3610326, P=R. China. | Fee: Rs=25,000/- dated Valid notarized 150134835,
Rawalpindi Legal manufacturer 07-04-2022 Valid Legalized FSC from reference
ELI-00194 (as per Form-7: country/CE Certificate & FQA.

Xiamen Biotime Date of Application:11-

Biotechnology Co., Lid | 04-2022

2F/3F/4F, No, 188,

Pingcheng South Road,

Haicang District,

Xiamen, Fujian 36103 |

Legalized Free Sale

Certificate (FSC)

No.20200013 valid

upto 24-02-2022.

135 | Mis Gull' | Legal manufacturer BIOTIME Deferred with final opportunity for the

Marketing & manufacturer site | (B-HCG PROG Rapid following:-
Intermational, {as per FSC) Quantitative Test)
Gulf  House ¢ Clarification regarding the
10& 1 1-B/2, Xiamen Biotime BT2202, BT2203 difference of address in  the
Satellite Town | Biotechnology Co., Class-B submitted Free Sale Certificale &
Abdullah Jan | Lid. 3" Floor, No.188, | Shelf Life: 02- vears Form 7-A.
Masjid Street | Pingcheng South Road, | Fee: Rs=23,000/- dated *  Valid Legalized Free Sale
Mear Kali | Haicang District, 07-04-2022 Certificate.
Tanki Said Pur | Xiamen, Fujian s Valid notarized 15013485,
Road, 3610326, P>R. China. | Date of Application:11- | o  valid Legalized FSC from reference
g:?:]![‘lp;ﬂ Legal manufacturer G, coumtry/CE Certificate & FQA.

ias per Form-7:

Xiamen Biotime

Biotechnology Co., Lid

2F/3F/4F, No. 188,

Pingcheng South Road,

Haicang District,

Xiamen, Fujian 36103

Legalized Free Sale

Certificate (FSC)

MNo20200013 valid

upto 24-02-2022.

136 | M/s Gulf | Legal manufacturer BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site | (Total Igk Rapid | following:«
[nt:;naxional, (as per FSC) Quantitative Test)
Gul House | _. s »  Clarification rdin
0AILEBR; | HeSEh e BT2901 g Pl o M
Satellite Town Ltlg.w.‘!d"‘“ﬂmw O Class-B submitted Free Sale Cenificate &
Abdullah  Jan | M s NO-18% | Shelf Life: 02- years Form 7-A.
Masiid ~Street | nBCheng South Road, | pee: Rs=25,0001-dated | o Valid Legalized Free Sale
Near  Kalj | Haicang District, 07-04-2022 Cortificate.
Tanki Said Pur | 2iamen, Fujian : : )
Rood, 3610326, P>R. China. | 1yove of Application:11- Valid notarized ISO13485.. %
Rawalpindi P : Valid Legalized i‘\(_ from reference
EE 100104 Legal manufacturer country/CE Certificate & FQA.
: (as per Form-T:

Xiamen Biotime

Biotechnology Co., Ltd

2F/3F/4F, Mo, | 88,

Pingcheng South Road,
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Haicang District,
Xiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No.20200013 valid
upto 24-02-2022.

137 | M/fs Gulf | Legal manufacturer BIOTIME Deferred with final opportunity for the

Marketing & manufacturer site (FSH, LH , PRL following:-
International, {as per FSC) ,TESTOSTERONE
Gulf House Rapid Quantitative Test) | o Clarification regarding the difference
10&11-B/2, Xiamen Biotime of address in the submitied Free Sale
Satellite Town | Biotechnology Co., BT2211, BT2205 . BT Certificate & Form 7-A.
Abdullah  Jan | Ltd. 3" Floor, No. 188, | 2006, BT 2007, BT * Valid Legalized Free Sale
Masjid Street | Pingcheng South Road, | 2208 Certificate,
Near Kali | Haicang District, » Valid notarized 1SO13485,
Tanki Said Pur | Xiamen, Fujian Class-B * Valid Legalized FSC from reference
Road, 3610326, P>R. China. Shelf Life: 02- years country/CE Certificate & FQA.
Rawalpindi Fee: Rs=25,000/- dated ©
ELI-00194 | Legal manufacturer | o, 0 5057

{as per Form-7:

Xiamen Biotime . T

Biotechnology Co., Ltd E:l:.f:zﬁmﬂlcahun:l 1-

IF/3F/4F, No. 188,

Pingcheng South Road,

Haicang District,

Xiamen, Fujian 36103

Legalized Free Sale

Certificate (FSC)

Ne.20200013 valid

upto 24-02-2021.

138. | M/s Gull | Legal manufacturer BIOTIME Deferred with final opportunity for the

Marketing & manufacturer site | (Ferritin Rapid following:-
International, {as per FSC) Quantitative Test)
Gulfl  House ¢ Clarification regarding the
10&11-B2, Xiamen Biotime BT 22701 difference of address in the
Satellite Town | Biotechnology Co., submitted Free Sale Certificate &
Abdullah  Jan | Lid. 3 Floor, No.188, | Class-B Form 7-A,
Masjid  Sireet | Pingcheng South Road, | Shelf Life: 02- years e Valid Legalized Free Sale
Near Kali | Haicang District, Fee: Rs=23,000/- dated Certificate.
Tanki Said Pur | Xiamen, Fujian 07-04-2022 Valid notarized ISO 13485,
Road, 3610326, P=R. China. Valid Legalized FSC from reference
Rawalpindi Date of Application:11- E i
E|_|._(_mp:g4 I"":I' manufacturer 02822 PP country/CE Certificate & FQA,

(as per Form-7:

Xiamen Biotime

Biotechnology Co., Lid

2F/3F/4F_ No. 188,

Pingcheng South Road,

Haicang District,

Xiamen, Fujian 36103

Legalized Free Sale

Centificate (FSC)

No.20200013 valid

upto 24-02-2022.

139, | M/s Gull’ | Legal manufacturer BIOTIME Deferred with final opportunity for the
Marketing & manufacturer site (BIOT-YG-1 FlA following:- =
International, (as per FSC) Analyzer) (
Gulf  House *  Clarification regarding the
10&11-B72, Xiamen Biotime Class-B difference  of address in  the
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Raod El Khoury

Sizes

Satellite Town | Biotechnology Co., Shelf Life: 02- years submitted Free Sale Certificate & |
Abdullah  Jan | Ltd. 3" Floor, No.188, | Fee: Rs=25,000/- dated Form 7-A.
Masjid Street | Pingcheng South Road, | 07-04-2022 s Valid Legalized Free Sale
Mear Kali | Haicang District, Certificate,
Tanki Said Pur | Xiamen, Fujian Date of Application:11- Valid notarized 1SO134K5,
Road, 3610326, P>R. China. | 04-2022 Valid Legalized FSC from reference
Rawalpindi country/CE Certificate & FQA.
ELI-00194 Legal manufacturer
{as per Form-T:
Xiamen Biotime
Biotechnology Co., Lid .
2FAFMF, No.188, [
Pingcheng South Road, ‘
Haicang District,
Kiamen, Fujian 36103
Legalized Free Sale
Certificate (FSC)
No. 20200013 valid
uplo 24-02-2022,

140 | M/s Rech Legal Manufacturer: | Reinforcement Cross Deffered with final opportunity {or the
International, | M/s SERF , 85 Avenue | KE provision of following shortcomings:-
M-10, Block-6, | des Bruyeres 69150 Shelf life 5 years '

PECHS, Near | Decines Charpieu, Class C | * Valid and notarized CE/ Full quality
Hotel Faran, France assurance certificate, not provided
Off Shahrah-e- | FSC France Issuance * Stability studies not provided, only
Faisal, Karachi | Date conclusion mentioned.
(ELI-D0257) (27-08-2018)

2741)

141 | Mfs Hospital Infomed Fluids S.r.l, ACD-A Anticoagulant Deferred for submission of the valid and
Supply Blvd Theodor Pallady, | Solution 500m| notarsied LOA
Corporation, 50 032266 Sector Class: C,

42 Darul 3-Bucharest Romania

Aman Housing | FSC: Romania (EL) Shelf Life: 24 Months,
Society, Block | Valid till: 26-05-2024 Sizes and Model as per
7& B, Karachi, FSC,

Pakistan Date of submission :07-
Lic. No. (ELI- 04-2022

00003)

142 | M/s Magsood | Legal manufacturer LIFE CATH Deferred for clarification of type of

Brothers, Huaian Poly Medical L.V Cannula cannula.

Office-503-B, | Technology

5= Floor, | Corporation Class- B

Saima Trade '

Tower, LI | Address: No. 5 West | Shelf Life: § Years .

Chundrigar Huaging Road 223002

Road Karachi | Huaian, PEOPLE’s =
REPUBLIC China !

ELI-00282 ' k 20
Original Legalized Free ™

Date of | Sale Centificate (FSC)

submission dated, 29-07-21 3C
Germany

12-02-2021

143 | M/s Kal Manufactured By: JRZ L.V Cannula with Deferred with final opportunity for
Surgical & Plasti Lab S.ARL. Wings with injection port | clarification/  provision  of  below
Disposable Roumeih, El Metn mentioned documents:-

Equipement, Indusirial area, Main Intravenous Cannula all

| » Free Sale centificate statement from
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HM
Disposable
| Office No. 24-
| 25, Mezzanine

Building, P.O. Box
70407, Lebnon.

(FSC not provided

Class B

Shelf Life Mot provided

Lebanon is not from the health
regulatory body of Lebanon. Provide
Free Sale Certificate from the relevant
regulatory body attested by Embassy

Floor, only statement of Pakistan in Lebanon

Medicine provided issued by Sizes: : i ! ;

Corner, third party. G-14,6-16,G-18, G-20, | * The refeceace oounity Free Sale

KachiGali G-22, . Certificate from MNetherland is issued

o2 Marrict G-24. G-26 |  for Egypt. Submit Dri:giniﬂ valid

S Panecls. Emb_assy attested  Free  Sale
Certificate for the applied product
issued for Pakistan,

e [ee deposit slips mentioned on cover
letter are not present in the submitted
dossier. Submit original fee deposit
slips

* Provide Essential Principles of Safety
and Performance for the applied |
product |

|

* Provide label for all sizes applied

o Clearly state the shelf life required

144, | M/s Mis CHANGZHOU Crarson Flexent Deferred with final opportunity for
Endovision NEW DISTRICT Esophageal Stent System | submission of the following:-
Enterprises, GARSON MEDICAL | Coverd
A—l?ﬂ-.._ Block - | STENT APPARATUS #  The product is from non reference
3. Gulistan-e- Co., Lid Sizes and Codes: country the valid and notarized CE
Jauhar, Address; No. 06, i As per FSC certificate.
Karachi Huanbao BA Road, | Clarify the name of the product.
Huanbao Industrial | Class C Revise Form 7A as per FSC.
Establishment | Area. New Distriet, | L e Provide brochure of the device.
License No: Changzrhou, Jiangsu, Shelf life: 1 years
LA China | Application submission
R
E.m_.bass} attested FSC: | 03-11-2021
China,
Fee submitted:
Walid until: Rs 50,000/~
15-05-2025 l
|
145 | Ms Mis CHANGZHOU | Garson Flexent Deferred with final opportunity for |
Endovision NEW DISTRICT Esophageal Stent System | submission of the following:-
Enterprises, GARSON MEDICAL | Partially Coverd

A-173, Block -
3, Gulistan-e-
Jauhar,
Foarachi

Establishment
License Mo:
ELI 00730
Application
submission

| date:
03-11-2021

STENT APPARATUS
Co., Lid

Address: No, 06,
Huanbao Bth Road,
Huanbao Industrial
Area, Mew [District,
Changzho, Jiangsi,
China

Embassy attested FSC:
China,

Walid until:
15-05-2025

Sizes and Codes:
As per FSC

Class C
Shelf life: 1 years

Fee submitted:
s 30,0000/-

The product is from non reference
country the valid and notarized CE
certificate.

Clarify the name of the product,
Revise Form TA as per FSC.
Provide brochure of the device
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2 In the light of decision of MDB in its 37" meeting wherein Board decided that once the firm has
submitted original, valid and notarized/Embassy attested documents at the time of submission of application for
registration/enlistment and the same are expired during the processing of application, the firm shall only submit
valid and original (where applicable) documents without notarization/Embassy atlestation.

3. It is requested to furnish the requisite information/documents mentioned in last column against each

within 30 days after upleading of this letter on official website of DRAP.
(AY s A% AHMAD) :

Additional Director (MDMOCT
Secretary MDB
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D CASES OF EN
LOCAL MANUFACTURE -

No.F.4-1/2024-MD (M-65)
Government of Pakistan

Ministry of National Health Services, Regulations & Coordination

Drug Regulatory Authority of Pakistan

LR R

STMENT/REGISTRA

N OF MEDICA
SUBMISSION OF DEFICIENT

Islamabad the 1% April, 2024

INFORMATION/!

DOCUMENT

"HEREOF

The applications of following applicants were considered by Medical Device Board (MDB) in its 65®
meeting held on 25" and 26" January, 2024 and Board deferred these applications being deficient of the
information/documents as specified inlast column (1V) of the Table below: -

sr.

Mame & Address of

Plot No. 241, Sector 24,
Korangi Industrial Area,

Knitted non-absorbable mesh undyed
Class: D

MName of Medical Devices with Size Decision
MNo. | Establishment _
| | Ophth Pharma (Pvi) Lid | BT PGLA Sutures Poly (glycolide/l- | Deferred for confirmation of |
Plot No. 241, Sector 24, lactide class of the product &
Korangi Industrial Area, : manufacturing
Karachi Pakistan Class: B facility/section.
Shelf-life: 5 years
License No, Sizes:
ELM-0055 0 x 12 sachet, ] x 12 sachet
2 % 12 sachet, 20 x 12 sachet
3/0 x 12 sachet, 4/0 x 12 sachet
5/0 x 12 sachet, 6/0 x 12 sachet
710 x 12 sachet, 80 x 12 sachet
2. | Ophth Pharma (Pvt.) Lid Surgimesh Polypropylene Monofilament | Deferred for confirmation of

manufacturing
lzeility/section,

Karachi Pakistan
Shelf-life: 5 vears
License No.

ELM-0055 Ses:

Gxllem (1x3)
I5x15¢em (1x3)
Wx30em (1xh

3. Karim Industries, 135-C, Deferred for clarification /

Nawab Town, Thokar Niaz | Tape Bandage verification of the facility for
Baig, Lahore the manufacturing of the said
(ELM-0014) Surgical Adhesive Paper Tape Bandage product.
[209-6L] Class: A
Shelf-life: 5 Years

1. Absorbent Cotton | gizpe:

Wool  Section {NUI‘I' Fee: 5,000

Sterile)

2. Crepe Bandage Section
(MNon-5Sterile)

3. Cotton bandage section

4, Gauze Section (Non-
Sterile)

5. Plaster of Paris (POP)
section

6, Tulle Section
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4 | Karim Industries, 135-C, | ALCO SWAB Deferred for clarification /

" | Nawab Town, Thokar Niaz verification of the facility for
Baig, Lahore | Alcohol Swab the manufacturing of the said
(ELM-0014) product

Class: A
[210-6L] Shelf-life: 5 Years
Sizes:

1.  Absorbent Cotton | Fee: 5,000
Wool Section (Non-
Sterile)

2.  Crepe Bandage Section
(Mon-Sterile)

3. Cotton bandage section

4, Gauze Section (MNon-
Sterile)

5. Plaster of Paris (POP)
section |

6.  Tulle Section |

2. It is requested to furnish the requisite information/documents within 30 days after uploading of this

letter on official website of DRAP.
/LY
o T
Additional Director (MDMC) )'tf
Secretary MDB
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