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Tyc Tyc yHA3CnaH TYLLUAAX Hb:

Opyyn  MOHAWAH caigbiH  “OM  YANABOPNANUAH  30XUCTOM Aagan  /GMP/-biH
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OpYYM M3HA, CropThiH cangbiH
2?;5 OHbIZ -.;scapblH;;/u.'Z/e,quMH E
ol nyraap TylwaansiH 4 gyraap ||
xdscpanr’ <)

SMUVIH BYT33IADXYYHUN M3PYMITES ONrOX

Har. EpeHxun waapanara

1.1 Owm ynnasapnanuiiH 3oxmucton gagan /GMP/-bIH Waapanarbir xaHracaH taTtnamx
aBcaH YHAdCHWA  yAnaBapnard, MoHron  yncbliH  amuiiH  OypTrang  GypTraracaH
OYTOarAaXYYHUAr OKCMOPTIOX TOXWMOMAONA 3SMWAH OyT33rasxyyHWM rapyuvnras /uaalumg
rapYUNras rax/ aBax XyCcanT rapraHa.

1.2 JHaXyy rapunnras Hb [enxuiiH apyyn MaHAWNH Bairyynnaraac rapracaH 3arsapT
HUALHS. )

1.3 [epumnras Hb ONOH YNCbIH 3MWIAH XyfAanfaaH 3opuynaracaH Tym aHrnu, MOHror
Xan Aaap buunracaH GanHa.

1.4 [opunnraar 3eBXeH YHO3CHWA OM YWANABIpnanuiiH 3oxuctoin pgagan /GMP/-biH
BaTnaMXuinH XyY4YMHT3M XyralaaHni onroHo.

1.5 TyxaH aMUAH BYTI3r43XYYHA ©epynenT OpcoH TOXMonaon OypT rapyunras asax
XYCANTUIT faxXWH rapraHa.

1.6 Tapunnraar 2 XunumH xyrawuaaTan onroHo.

Xoép: MNpunnraa onroxon 6ypayynax 6apumt Guuur

2.1 Om yungsopnonuinH  3oxucton gagan /GMP/-biH  Wwaapgnareir  xaHracaH
BatnamxuminH 6aTanraaxyyncaH xyynbap.

2.2 Owm ynnaBapnax Tycran 3eslleepen GatanraaxyyncaH xyynoap.

2.3 MoHron yncbiH 9MUH OYPTranuinH rapumnras 6atanraaxyyrncaH xyynbap.

2.4 byTaargdxyyHUn YHOCOH ynnynardy 6onoH tycnax 60ANUCHIH HAMK, TYH, X3OMXISHUIA
Tanaap yMnAaB3priardyniiH To40PXONIONT. '

2.5 X3p3B rapaaT oM ynnasapnary 6on rapasHuin Xyynbdapbir xaBcaprax.

lNypaB: MN3punnras onrox 6avryynnara

3.1 OHaxXyy rapyunrasHg Opyyn MIHAWMNH XenKnuiH TeBWAH Tamra GOnoH AaprbiH
rapblH YCarTan Xy4uH Terengep 6onHo.

3.2 ©Opregen raprary rapyunras aBax XyCanT rapracHaac Xoww axnbliH 10 XOHOTMMH
OOTOp LWMAB3PII3HS.

3.3 OMuitH GYTI3raaxXyyHWUA FepUnmraa ONroxof rapax Yitn axurnaraadbl 3apgnbir
YNCblH TOMASMMUIAH XypaawpkuniH Tyxaw XyynunH 27.2.2- 3aacaH 3aanTbil YHA3CNSH
TOITOOHO.

HepesB: Mpunnraar Xxy4ymHrymn 6onrox

41 Om yangsapnanunH  3oxucton gagan /GMP/-biH  Waapgnarbir - xaHracad
BaTtnavXxuinH XyYMHTaM xyrauaaHg apx oyxum Ganryynnara /MXEl/-bIH XsHanT wanrantrain
X0nB600TON NPYYIC3H AYTHINTUIAT YHOSCNIHS.



SMUNH BYTO3rA3XYYHUM FSP‘-IVIJ'H'SSHI/IVIVI\'/IAHI'T

BYT33rA3XYYHUN MOPYUNT I3’

OHAOXYY r3pymnraa Hb [anxuiiH 3pyyn
MaHaumnH bawryynnaraac  rapracad
3areapT HUMLHA.

[M3pumnrasHuin gyraap:

IKCMoPTOry (rapy4nnras onrory yrc):

WmnopTnory (rapynnrasa xycary ync):

1. ByTaargaxyyHum Hap, xanbap:

1.1 YHACaH yinunary 6oauc(yya)? 6onoH

HAONK TYH AaX X3MK33°:

ByTtaargaxyyHun Hampnarag Oyn Tycnax

BoamnChIH X3MXK33r xaBcpanTtaac xapHa
4

yy:

1.2 OHaxyy  AMUIAH
SKCMOPTMOrY  ynCblH  3ax  333ng
X3P3rnasH4 rapraxbir  36BLUESPCEH
VY 22 (Triim/yryin)

1.3 OHaxyy  omMunH  ByTaaraaxyyHuir
aKcnopTnory yncag 0400
xypanpaanx 6avraa toy?

XaspBaa acyynt  1.2-T  TUAM  rax

xapuynban 2B xacruir Gernexrynrasp 2A

X3Crur Gernexe.

X3pBaa acyynt 1.2-T yryn rax xapuynbtan

2A xacruiir Gernexryirasp 2B® xacruiir

BerneHe.

ByTaaraaxyyHunr

2.A.1. bByTaaraaxyyHun  3eBLUBSPNIAH
Ayraap, '0nrocoH orHoo:

2.A.2. byTaeargaxyyHun  3esLUeepnviAr
333MLUMIY (Hap, xasr): -
1 2.A.3.  byTaoargaxyyHun  3eBLlespnuinir
asamwmrumiin - ctatyc®:  (8-4  3aacHbl

Aaryy TOXMpox aHrunneir bernex)
2.A.3.1. B 6onoH ¢ aHrunanpg 6arrax 6on

TyxanH SMUIAH xanBapwir
YWANAB3PNardnitH Hap, xasr’:
2.A4. 3eBLueepen onroxopn

Waapgnaratan epeHxXuin  M3433M3nuinr
xaBcapcaH 3cax?'(TUiAm/yry i)

2.A5. bByTaargaxyyHun Tanaapx
xaBcpanTag Oarraa mafa3nan Hb anbax
€coop 3eBLUeBpCHUIA faaryy OypaH Gereen
36BLU6OPONTIN TOXVPY Baviraa
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PRODUCT' | JE

This certificate conforms to the format
recommended by the World Health
Organization ’

No. of certificate

Exporting (certifying country):

Importing (requesting country):

1. Name and dosage form of the product:

Active ingredient(s)’ and amount(s) per

unit dose®:

For complete composition including

~ excipients, see attached*:

1.2. Is this product licensed to be placed
on the market for use in the exporting
country?® (yes/no)

1.3 Is this product actually on the market in
the exporting country?

If the answer to 1.2. is yes, continue with
section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A
and continue with section 2BS:

2.A.1. Number of product licence’ and
date of issue:

2.A.2. Product licence holder (name and
address):

2.A.3. Status of product licence holder®:
(Key in appropriate category as defined in
note 8)

2.A.3.1. For categories b and c the name
and address of the manufacturer
producing the dosage form is®:

2.A.4. Is a summary basis for approval
appended?'? (yes/no)

2.A.5. Is the attached, officially approved
product  information  complete  and
consonent with the licence?'" (yes/no/not
provided)

2.A.6. Applicant for certificate, if different
from licence holder (name and address)'?:
2.B.1. Applicant for certificate (name and
address):

2.B.2. Status of applicant: (Key in
appropriate category as defined in footnote
8)




acax?' (TUAM/yryit/xaBcapraaryi)

2.A.6. Tapunnraa xycy epregen raprary
36BLU6BPON 333MLUMIY33C Anraatam on
(Hap, xasr)-uitr 6uunx'?:

2.B.1. ©pregen raprary (Hap, xasr):
2.B.2. ©prepgen raprarymiH cratyc: (8-a

3aacHbl garyy TOXuMpox aHMMNNbIr
Bernex)

2.B.2.1. B 6onoH ¢ aHrunang 6arrax 6on
TyXanH -~ 3MUIH xan6apuir

YANAB3PNArYniAH Hap, Xasr:

2.B.3. Haraag 3ax 33304 raprax
3eBLUeSPOerTyi Banraa”?
(Wwaappnararyn/xycant
rapraaryn/xananuax 6arraa/ratranacan)
2.B.4. Tain6ap':

3. [apumnraa onrocoH apx Oyxuit
Banryynnara TyxalH OyTaaraaxyyHui
YWNAB3PUNH Banpbir TOrTMon XyrauaaHz
LwanranTaHz xampyyngar 3cax?
(Tviam/yryii/xamaapanryi) '

X3pBa3 yrym acBan xamaapanryi 6on 4
OYrasp acyynrbIr XxapuynHa yy.

3.1. Tortmon wanranTbiH
Xyrauaa(kunaap):

3.2. Tyc ynnasap 3H3 TOPAWUAH 3MWIAH
X3n03puinH YMNABIPNANA3p Wanrantaxs
Xampargax bancan acax? (Tuam/yryi)
3.3. YNAB3pnanunH TOHOI TOXO8PeMK,
ynn axunnaraa JOMB-niH 3eBnemuiiH
garyy OM  yANAB3PRanvnAH - 30XUCTOM
fagan (GMP)-niH waapanarag HUALCSH
vy? 3 (Tuinmiyryir/xamaapanryi) '

4. ©Opregen raprarduiH OypayyncsH
Buunr GapuMT TyC YWNABIPUIAH TyxXalH
By Ta3rgaxXyyHTIN xonborgox Oyx
acyygang apx 6yxun Bawryynnaraac
TaBbX OyW Waappnarbir xaHrax baviraa
3cax'®: (Tuimiyryin)

X3pBaa yrym 6on Tannbapnana yy:

Jpx Byxum banryynnareiH xasr:

YTac:

dakc: ‘

Opx Byxui anbaH TyLaanTHbl Hap:
["apbIH ycar

Tamra, orHoo

2.B.2.1. For categories (b) and!(c) the
name and address ‘of ‘the manufacturer
producing the dosage form is:*

2.B.3. Why is marketing authorization
lacking”? (not required/not requested/under
consideration/refused)

2.B.4. Remarks™:

3. Does the certifying authority arrange for
periodic inspection of:the manufacturing
plant in which the dosage form is
produced? (yes/no/not applicable)™

If not or not applicable, proceed to
question 4.

3.1. Periodicity of routine inspections
(years):

3.2. Has the manufacture of this type of
dosage form been inspected? (yes/no)

3.3 Do the facilities and operations
conform to GMP as recommended by the
World Health Organization?'® (yes/no/not
applicable)™

4. Does the information submitted by the
applicant satisfy the certifying authority on
all aspects of the manufacture of the
product'®: (yes/no)

If no, explain:

Address of certifying authority:

Telephone:

Fax:

Name of authorized person:

Signature

Stamp and date




