To be published in the extra ordinary Gazette of Pakistan, Part-11

Government of Pakistan

Ministry of National Health Services, Regulations and Coordination

(Drug Regulatory Authority of Pakistan)
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Islamabad, the 21% February, 2023.

NOTIFICATION

S.R.O. 208(1)/2023.— In exercise of the powers conferred by clause (a) of section 7
of the Drug Regulatory Authority of Pakistan Act, 2012 (XXI of 2012) read with section 12
of the Drugs Act, 1976 (XXXI of 1976), the Drug Regulatory Authority of Pakistan with the
approval of the Federal Government is pleased to fix maximum retail prices specified in
column (4) of the Table below on which the drugs specified in column (2) thereof, having
packing sizes specified in column (3) of that Table, shall be sold, subject to the condition

specified in paragraph 2 of this notification, namely:-

TABLE
Sr. Drugs / Composition Pack size Maximum Retail Price

(1) () (3) 4)

1. | SMOFlipid 20% emulsion for Infusion 1x100ml Rs.647
1000ml contains: 10x100ml Rs.6,211
Soya-bean oil, refined....60gm 1x250ml Rs.1005
Triglycerides, medium chain.....60gm 10x250ml Rs.9648
Olive oil, refined....... 50gm 1x500ml Rs.1970
Fish oil, rich in omega 3-acids....30gm. 10x500ml Rs.18,912

(Originator Brand)
Imported by:
M/s Muller & Phipps Pakistan (Pvt) Ltd., Uzma court, main
Clifton Road, P.O. Box 3880, Karachi.
Product License Holder:
M/s Fresinius Kabi Deutschland GmbH D-61346 Bad
Homburg v.d.Hohe,
Manufacturer:
M/s Fresinius Kabi Austria GmbH Hafnerstrasse 36 A-8055
Graz/Austria.

2. | AMINOSTERIL N HEPA 8% Solution for IV infusion 1x 500ml Rs.750
Each ml contains: 10x500ml Rs.7,200
L-Isoleucine .....10.40mg (Originator Brand)
L-Leucine......... 13.09mg
L-Lysine monoacetate.....9.71mg (eq. to L-ysine....6.88mg
L-methionine...... 1.10mg

N-acetyl-L-cysteine...0.70mg
(eq. to L-cysteine...0.52mg)
L-phenylalanine....0.88mg
L-threonine....4.40mg
L-tryptophan.....0.70mg
L-valine........... 10.08mg
L-Arginine........ 10.72mg




L-histidine........ 2.80mg

Glycine............. 5.82mg
L-alanine.......... 4.64mg
L-proline.......... 5.73mg
L-serine............ 2.24mg
Imported by:

M/s Muller & Phipps Pakistan (Pvt) Ltd., Uzma court, main
Clifton Road, P.O. Box 3880, Karachi.

Name & manufacturer & Marketing authorization
holder:

M/s Fresinius Kabi Austria GmbH Hafnerstrasse 36 8055
Graz/Austria.

Sybrava Solution for injection in pre-filled syringe
Each ml contains:
Inclisiran as Sodium....... 189mg

M/s Novartis Pharma (Pakistan) Limited, 15 West Wharf,
Karachi.

Marketing Authorization Holder:

M/s Novartis EuroPharm Limited, Vista Building ELM Park,
Merrion Road, Dublin 4, Ireland..

Manufacturer:

M/s Corden Pharma S.p.A., Reparto UP3, via G, Galilei 17,
Caponago, 20867 Italy.

1 Pre-filled
syringe per pack

(284mg/1.5m! PSF

Rs.236,243
(Originator Brand)

Adalimumab 40mg/0.8mL PFS
Each PFS (0.8mL) contains
Adalimumab ......... 40mg

I’s

Rs.47,968

Carbetocin 0.01% Solution for Injection
Each ml contains: -
Carbetocin....100png

Rs.310
Rs.1488

Osimertinib Tablet 80mg
Each film coated tablet contains:
Osimertinib mesylate 95.4mg eq. to §0mg of Osimertinib.

30°s

Rs.1,26,000

Afatinib 40mg Tablet
Each film coated tablet contains:
Afatinib Dimaleate INN...59.120 mg eq. to Afatinib...40mg

3x10’s

Rs.39,650

Ibrutinib Capsule 140mg
Each capsule contains:
Ibrutinib....140mg

120’s

Rs.1,88,000

Regorafenib 40mg Tablet

Each film coated tablet contains:

Regorafenib Monohydrate....41.491 mg eq.
Regorafenib

to 40mg

28’s

Rs.55,000

10.

Dronedarone Hydrochloride 400mg Tablet
Each film coated tablet conatins:
Dronedarone Hydrochloride Eq. to Dronedarone........ 400mg

10’s
20’s
30’s

Rs.1428
Rs.2799
Rs.4112




11.

Progesterone 100mg vaginal Tablet
Each vaginal tablet contains: -
Progesterone........ 100mg

30’s

Rs.2500

12.

Glycopyrronium Bromide 50meg Rotacaps
Each capsule contains:

Glycopyrronium Bromide 63mcg Eq.to
Glycopyrronium.....50mcg

Each delivered dose contains:
Glycopyrronium Bromide 55mcg Eq.to
Glycopyrronium.....44mcg

5’s

T’s
10’s
14’s
20’s
28’s
30’s
50’s
60’s
100’s
120’s

Rs.985
Rs.1,379
Rs.1,970
Rs.2,758
Rs.3,940
Rs.5,516
Rs.5,908
Rs.9,850

Rs.11,580
Rs.18,912
Rs.22,694

13.

Apremilast Tablets; Starter Pack
A unit carton of 28 days starter pack shall contain:

1% Blister
2" Blister
3¢ Blister

(4 Tablets, each containing Apremilast 10mg*)
(4 Tablets, each containing Apremilast 20mg**)
(5 Tablets, each containing Apremilast 30mg***)

4™ Blister (14 Tablets, each containing Apremilast 30mg***)
5" Blister (14 Tablets, each containing Apremilast 30mg***)
6™ Blister (14 Tablets, each containing Apremilast 30mg***)

*Apremilast Tablet 10mg
Each film coated tablet contains:
Apremilast....... 10mg

** Apremilast Tablet 20mg
Each film coated tablet contains:
Apremilast........ 20mg

***Apremilast Tablet 30mg
Each film coated tablet contains:
Apremilast........ 30mg

55’s

Rs.3309

14.

Rifampicin USP 75mg +Isoniazid USP S0mg Tablets
Each uncoated dispersible tablet contains:

Isoniazid USP ......... 50mg

Rifampicin USP.......... 75mg

3x10’s

Rs.548

15.

Rifampicin USP 75mg +Isoniazid USP 50mg +
Pyrazinamide 150mg Tablet

Each uncoated dispersible tablet contains:
Rifampicin USP.......... 75mg

Isoniazid USP ......... 50mg
Pyrazinamide........... 150mg

3x10’s

Rs.617

16.

Human Chorionic Gonadotropin 100001IU injection
Each vial of sterile freeze dried product contains:
Human Chorionic Gonadotropin USP ......... 100001U
Diluent:

Each Ampoule contains:

Sodium Chloride (0.9% w/v)....... 1ml

1’s

Rs.2,041




17. | Bicalutamide 150mg Tablet 10’s Rs.3600
Each tablet contains:- 28’s Rs.9878
Bicalutamide.............. 150mg

18. | Human Immunoglobulin 10g/200ml 200ml Rs.54,000
Solution for Infusion
Each mL contains;

Human Immunoglobulin, of which at least 95% is
IgG...50mg
2. The maximum retail price (MRP) as mentioned in column (4) of the Table shall not

be applicable on drug whose registrations under sub-rule (4) of rule 29 of the Dugs
(Licensing, Registration and Advertising) Rules, 1976 were issued before the issuance of

this notification, unless otherwise stated expressively.
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