IATAT PUHSTHS! TEKJTAPAIUM 17072079
~ JIEKIAPAIUSE IEACTBHTEABHA /1O 01,07 2021

AEKJIAPAIIMSA O COOTBETCTBHU

AEKJIAPAHT, MPHHUMAIOHIME TEKJIAPALIMIO O COOTER ETCTBHHA

A0 "PAHBAKCH"

Ceedenust o peeucmpaui opeanusaun: Mexcpaionmas wncneryus Ledepatvrai Laroeo6o civichio No 46 no i
o Mocwee 01.01.2008, OF'PH 1047796333846, dama npuceoenus OFPH 20.05.2004.

Adpec: 107023, 2 Mockea, yiu. Dnexmposasoocras, 0. 27, cmp. 8, non. 1471, Tenegpon: & (495) 234-51-70.

B mnge: Penepanvuont oupexmop A. Banues

Aosepeniioe nuyo: Padosa B.IO., dosepennocms 641 om 09.01.20] 9o

SASIBISIET, UTO
AeRdpemsennoe cpedemeso. Dewmorve. kancyavt 10 wim., viaroeru sveiwosoie ROHBIVpibIe (3). nauRi
kapmounsie, PV Ne 11 NO16072/01 om 06.10.2009 (oama savens 02.10.20]7) suioano Cen Dapaaceionim

- Hroacmpus JImo.. cepus NKT0096, napmust 32880 vaarosox, 200en oo 01.07.2021, npouzeoocnica Hamxo
- @apva Jusumeo, Huous, Natco Pharma Limited. Kothur Mahaboobuagar Districi, Telangana, India xoo

OKIA2 21.20.10.133, koo TH B 2106909200, xormparm Ne SUNZAO2015 om 05.05.2015. unsoiic Ne
000022279 om 21.11.2018

. COOTBETCTBYET TPEBOBAHHMSIM [
| HI42-6299-04 wzv. Ne 1-3 ¥
- AEKJIAPALLMSI IPUHSITA HA OCHOBAHMH |

L npomoros ucnvtmanunt Ne 91p om 16.01.2019 Hi OO0 HI "DPAPMOBOPOHA" ammecinan ARKPECUm A

POCC RU.0001.21 0140, Cepmughusam POCC IN.OMOS.C31568 om 16.01.2019

y
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CBEJEHUS O PETVICTPALIMH !

OPI'AH 10 CEPTHOHKALMH, 3APEFMCTPUPOBABUIMIT JAEKJTAPALIHIO

RARUANIDMOS OPTAH 11O CEPTHOHKALIHH HPOAVKUHH OBIIECTBO C OIFPAHITYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOI HEHTP KOHTPOIH KAYECTBA"

aopec opeanusayuu. 115280, 2. Mockea, ya. Macmepxosa, 0. 4. sm. 5. now. L kom. 1. aopec opeana no
cepraugpuranuu: 113280, POCCHSA, copod Mockea, yi. Macmeprosa, 0. 4. sm. 5.. mea. A493,788-02-85, ged-

 canm: OURK. pep.
- AEKJIA PALLHSI ‘ QOTBETC'IB N BAPEFTHCTPHPOBAHA M POCC RU A-IN.DMO8.A.12722/19

JAATA PECHETPAILY 7.01.2019

KauecTEES WA ) - QHHCHKO M.B.

HOATIHCE Pyxkosoamrens OC




Harko ®apma Jlumuren

NATCO HOUSE Road No 2 Banjara Hills, Hyderabad — 500 034
CEPTUH®PUKAT KAYECTBA

Haumenoranue npenapara:

Pasmep napruu: 10 00 000 kancya
Kon-Bo o0pasnos: 180 kancyan

Auanumuueckue pezviomamoi:

TECT

Onucanune

IloaanuuocTL

TecTt A

TecT B

Tect C

Cpennsis macca (Mr)
OuaHopoaHoCTh 10 Macce

OanopoaHoCTh COIePKUMOTO
(aas cyxoro XKeneza Cyandara)
BricBoGoxknenne:

Bpewms

1-B1ii 9ac

2-0if yac
4-pIii yac

OcraToyHble PACTBOPHTEIH
Msonponunosstit cniup

Mukpobuonoruyeckas 4ucrora
Obmee yHCIO KH3HECTIOCOOHBIX
aspobos (KOD/mm)

- A3poOHuie GakTepHH

- of11ee KOTHYEeCTBO
KOMOHMHUPOBAHHBIX APOAKCH /
TUICCEHH

-E.coli(nalr)

- Salmonella (na 10 1)

- Pseudomonas aeruginosa (1a 1 r)
- Staphylococcus aureus (Ha 1 1)
-Enterobacteria
Ko.amyecTBennoe coaep:kanue
Kaxnas kancyna coaepxur:
Kenesa cynstara B nepecuere Ha
CyXO0€ BEllEeCTBO

AckopOHHOBas KHCIOTA
Pubodnasun

TuaMuHa MOHOHHUTpAT
Huaunnamua

[M1puIoKCcHHA THAPOXIOPH
IManToTeHOBast KHCOTA ( B KAYeCTRE
Kaneuns [TanToTeHara)

Aaunas cepusi COOTBETCTBYET NPEANHCHIBACMBIM CTAHIAPTAM KayecTsa (1o CHeUH(HKALMH)

PEHIOJIBC KAIICY.IbI

Jara oTtbopa:27/09/2018
[Jara ananu3sa 27/09/2018
Jara oruera 23/10/2018

HABJIIOJAEHUE

Karcynsl ¢ kpbleukoi 3e1eH0ro
LBE€TA U TPO3PAYHEIM KOPIIYCOM.
Pasmep kancymst «1». Cogepxumoe -
NeJIneTsl 6e10r0, OPaHKEBOTO U
KpacHOro LBeTa.

CooTreTtcTBYET TpeOoBaHUIM
CooTeeTcTBYET TpeOOBAHHAM
CooTeeTcTBYET TpeOOBAHHAM
444.0mr

INonoxwurensHoe oTkIOHeHHE 3.2%
OtpunarenbHoe oTknoHeHHe 2.9%

98.7% - 100.9%

47.7%
71.2%

91.4%

2080 ppm

<10

<10
OTCYTCTBYIOT
OTCYTCTBYIOT
OTCYTCTBYIOT
OTCYTCTBYHOT
<10

151.5 mr (101.0%)

55.62mr (101.1%)
2.62mr (100.8%)
2.83 mr (101.2%)
17.04 mr (103.3%)
1.370 mr (105.3%)
4.80mr (100.0%)

IIpaBHILHOCTE TIEPEBO/IA HA PYCCKMIT S3BIK TIOATEEPKIAI0

IMoarorosneno:23/10/2018

[Mposepeno 23/10/2018

Howmep maptun Ne: NKT0096

Jata npoussoactea 07/2018
Cpok roguoctn :07/2021
ARN U4/S/FP/0105/18

CIIEHIMOUKALIN A

Karncynsl ¢ KpbIeuKkoii 3e/IgHOTO 11BETa H
MPO3pavHBIM KOopIycoM. Pasmep kancymsr «1».
Conepsxumoe - nemieTbl 6€10r0, OpaHKEBOTo |
KPacHOTO LIBETA.

CootsetcTBYeT TpebGoBanusaM

CootrercTryeT TpeboBanusm

CooTBeTcTBYET TpedOoBaHHIM

430.0 — 480.0 mr

He Gonee 2 HHIMBHAYAILHBIX 3aMTOJTHEHHBIX
eaunmi 13 20 MOKET OTKIOHATBCA 10 BeCy
COIEP:KHUMOTO Ha 7,5% OT CpeIHEro 3HaYeHUs, 1
HH Y OIHOH M3 15 NpoLeHTHOE OTKIOHEHHE HE
JIOMKHO TIPEBBIIATLECS BIIBOE,

85— 115 % or cpennero oobeMa

IIpenens! cyxoro cynsdaTta sxenesa

35 - 60% oT 001IEro BEICBOOOKIAEMOTO
COJICPKUMOTO

50 - 80% ot obuiero BeIcBOGOKIaEMOTO
CO/IEPKHMOTO

He menee wem 70% ot ob6uero
BBICBOﬁD)KIlaeMOFO CO,HCP)KI'IMOFO

He Gonee 5000

He Goxee 1000

He donee 100
JOJKHBI OTCYTCTBOBATH
JIOJKHbI OTCYTCTBOBATH
JIOJKHBI OTCYTCTBOBATH
JIOJKHBI OTCYTCTBOBATh
He donee 100

142.5 - 165.0 mr (95,0-110,0%)

52,25 - 60,50 mr (95,0 - 110,0%)
2,47 -3,30 Mr (95,0 - 127,0%)
2,66 - 3,30 Mr (95,0 - 117.9%)
15,68 - 18.15 Mr (95,0-110,0 %)
1.235 — 1.60 wr (95,0 -/123,1%)
4,56 — 5.50 Mr(95,0 — 114,6%)
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FS016971

MenemAep N0 KOHTPOITK Ka4ecTBa
Onobpeno 23/10/2018



