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Islamabad, the // January, 2019

\ /
\/m/s Bio-Lab, Pvt, Lid
ot No. 145, Industrial Triangle,

Kahuta Road, Islamabg.
' 1 LIE DRUGS ACT, 1976

SUBJECT: - REGISTRAT - \ | ,
AND RULLS 28, 29 AND 30 OF THE DRUGS LICENSING, REGISTERING AND
ADVERTISING) RULLS, 1976.

. The drug(s) as per details given below has/have been registered subject to the conditions
appearing hereinafter.
e -
S. Reg. No. Name of Drug(s) & Composition Packing MRP Approved
(. No. Shelf Life
| [ N B s
1. 094344 | Bio-Tasvir Tablets 30mg 28’s Rs.2782/- | Two years
Each film coated tablet contains:
Daclatasvir (as dihy(h'ochloride)
.......................... 30mg
(As per *innovator’s specifications) .
2. 094345 | Bio-Tasvir T ablcts 60mg 28’s Rs.4552/- | Two years
Each film coated tablet contglns:
Daclatasvir (as dihydrochlarjde)
......................... 60mg '
As per *innovator’s s ocificatipns o
’ 3. 094346 Lesol 400mg tablet 28’s Rs.5868/- Two years
Each film coated tablet contalns:
Sofosbuvir.......... 400mg
As per *innovator’s s ccifications | ] N
4 094347 | Lesof Plus tablet 400mg/90mg 28’s Rs.29,400/- | Two years
Each film coated tablet conta|ns:
C Sofosbuvir...... verrennd0OMB
Ledipasvir...oooeeererer 90mg
n | (As per ¥ipnovator’s spegifications) e
Yor above products, the firm shiall mention USF!)A approved Dblnck box warning on the label.

CONDITIONS:-
roughont

Manufacturer will place first t tches on long term stability studies th

hree praduction ba

nerated studles for six monthes.
lovelopmont and spability studies,

i
propased shelf life and on accel
i, The manufacturer shall perform Pharmacoptical product ¢
ocess and meihod of analysis before gale of the drug. -
(o the provision of Drugs Act, 1976 and Rules

validation of mapufucturing pr
The drug(s) shall bo manufactured in compllance to t

‘“l
framed there under.
Every drug shall be produced in sufficient

quantity so as to ensure its regular and adequate supply

iv.
approval of the Registration Board, be

in the market.
V. The manufacturing of any drug shall not, without the prior
discon}inucd for a period which may result in its shortage. PR
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or:
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vi i
) [he
manyf;
acturer
regardi rshall follow i
ing clin: ow information i jent i i
ly 8 clinica] b8, 1o t.m!tmn in label/patient information leaflet 4 ;
| pe of Container C]Oq’ ute of administration, dosage, storage conditions of fip; medical literapure i
1 < . N e l .
vii ?{;u!mm.y authorisi ure system/packaging material in line with the innovator :hc" products and
' The manufacturer mf or as approved by Registration Board. rand or reference
shall not use any of banned exciplent moreover all exclpient
S MS will he
¢ of

. pharmacent;
vi *Ctical
H. Colour Seheme grade and within safe limits as defined by reference repilntory anthory
»of the labels 7 enrtons & packaging materinl should not resemble "fil‘lm
' ' any of the

Dy ,
ix. O":SO(‘::)' which has / have already been rogistered.
"‘ﬂj;wr su";::;\‘:;)l‘tt}a method of testing of the finished drup(s) (containing full details of ing,
the following inqlu';)mmh nIm}g with speclifications, Jower and upper limits) shall be mhm\ltmnlr:a(:
N o, Y utions within a period of one month:-
U}wl‘, Drugs Control & Traditional Medicine Division, N.LIL, Islamabad,
* D_'”’C'O", Central Drug Laboratory, 4-B, SMCHS, Karachi.
e Dircctor, Drugs Testing Laboratory, 1-Birdwood Road, Lahore.

e Director, Drugs Testing Laboratory, Karachi. Sindh

e Dircctor, Drugs Testing Laboratory, Peshawar K.P.K
Quectta Balochistan

. o e Director, Drugs Testing Laboratory, :
h ne copy of the master formula (of all registered drugs) containing the names of active and inactive
[ be furnished to the Assistant Dircctor concerned within

mntcpals (s) along with the quantitics shal
8 period of onc month for which a reccipt shall also be obtained.
I'he import of raw materials will be made at competitive rates in accordance with the Import Trade

Control Order.
s resemblance with alr
cinl pharmacopoeial reference as

The name shall be changed in casc it ha
The registered drugs shall conform to the specifications of offi
provided in the Rules. In case, if the drugs is not yet included in any of the pharmacopeia, it shali
cifications as npprovcd by the Regulatory Authority of
ot to the compliance of Drug

conform to the *innovator’s company spe

any reference countries specified by the Registration Board subj ' cc

(Specifications) Rules, 1978. The innovator's specifications, however, are valid only till inclusion

of the product in the official pharmacopeia of reference as specified by the Registration Board.

WHO specification shall be followed for biological products, vaccincs or other drugs where such
specified by the

products are not included in the official pharmacopeia of reference countries as

Registration Board.
cd under the Drugs Act, 1976 and R

Other conditions as contain
othility studles shall be strictly atthered to.

-

XI.
eady registered drugs.

Xil.
XI1il.

xiv.
ules framed there under including

XV,

\
)

\-/'.;1 ’1,{\,4,4" . ' )
(Urdoj Fatima) p /(Amlm@) (Dr. Obaidiillah)
Assisthnt Director (Additional Dircctor (PE & R)/ Director (PE & RY

(Jep) Secretary Replstration Ronr Chaiemen Repletration Rogrd

Copy for information tot-
Balochistan, Gilgit Baltistan, Azad Jamu

1. Provincial Health Secretarics of K.P.K, Punjab, Sindh,
K ashmir & Chief Commissioner, Islamabad.

2. Addl. Director (PE & R), DRAP, Islamabad, Peshawar, Lahore Karachi & Balochistan.
3. Deputy Director (Pricing), DRAP, Islamabad.
A4, Deputy Direster (IIER), DRAD, IslumabY.
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