000 «lOHUK ®APMACBIOTUKAT TABOPATOPM3

Hopuanueckui aapec:

Poccusi, Mocksa 127994, yn, Taepckas, o.18, Kopnyc 1, kafi. 609
Tenidaxc (405) B42-82-34, Ten, (495) 642-82-35

WMHH/KNN 7703550219/771001001 662 18 11

QOrPH 1057746834420

IMoaTRepAIEHHE COOTBETCTEHA

BBO3HMOI0 JICKAPCTBERHOMO Npenapara Tpeforanunm,
YCTAHOBJICHHBIM NPH IO rOCYAAPCTBEHHOH PerieTpausy

@ 261 o1 Jf 0F.2021

Cornactio lNoctanornenus [papurentersa PO or 26.11.2019 Nel510 «O NOpszKe BEOAA B IPAXKAAHCKHE
0GOpOT NIEKAPCTECHHBIX NPEMAPATOR U1% MEHIMHCKOrO TPUMEHEHHAY,

Toprosoe HaUMeHORaKME

METPOIHI®

MexXyHapotHoe HeNaTeHTORAHNOE
HAHMEHOBAHHE (IPYNNKposcyHoe
HIH XHMUseckoe)

MeTpomsaaion

JlekapcreeHHas dopma

PacTBOp wis uHdyIni

Hosupoeka

5 Mr/mn

Dopma BITyCcKa

pacteop ans HHbY3IKR 5 Mr/Mn
{rakow) 100 Ma x | {nauxa xapronuas)

Homep cepun 11X21094

Obwem cepun 37843

Jata einveka 02/2021

TCoxen no 01/2024 (31/01/2024)

Haumenoranue 1 anpec Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
TPOUIBOAKTENA Pharmaceuticals Ltd.), India

{Bce cragum npoussoncrea)

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

FOuux ®apmacsotukan JaGoparopus (Otnenenme Gupmt «Ix. B. Kemuxanc
anx GapmacrioTakanc Jlta.n), Huaua

Hunam Centep, Kpsino “B", 4 Jrax, Xuna Caiixr Poyn, Bopau, Mym6aii 400
030, Unpus

Site address
AJpec POH3BOACTBEHHO
NAQLIAXKH

Plot Ne. 4, Phase 1V, G.I.D.C, Industria! Arez, Panoli - 394 116, Dist.: - Bharuch,
India.

Yuacrox Ne 4, daza IV, LUK Huzacrpian Apea, Tlanoan — 394 116,
oKpyr: bBxapyu, Huana

Homep 1 aata perscrpausonsoro
YAOCTOBEPEHHs

[1N011666/01 ot 07.06.2010 (zata 3amenst PY 10.01.2020)

Homep HOpMaTHBHO# AoKyMeNTaLMK

[1NCG11666/01-100120

HaumeHosaHue u anpec nepxarens
PETHCTPALHOHHOIO YAOCTOBEPEHHA

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

HOuuk ®apmacsiotukan JlaGopatopus (Otnenenue gupme «Ix. B. Kemmkaic
3u DapMackioTrkane JIta.»), Huaus

Hunam Cenvep, Kpoino “B”, 4 Srax, Xung Caiika Poyxn, Bopay, MymBaii 400
030, Huaps

OrsercTBenHOE MU0 AHCTPHBLIOTOpa OO0 «IOHKK Danpen
no ceptudiakanni, npukas Ne9-OJ1 ot 10.08.2020

C ypaxenuem,
Menenxep no cepruduxanus

000 «}Onnk ®apmacsioTukan JaGoparopua» 5

exggikan JlaGoparopusy — Cupnosa ALA., MeHeaHEp
By *

CmupHoBa AA.




UNIQUE PHARMACFEUTICAL LARORATORIES
IOHHK @APMACBIOTHRKAT JABOPATOPH?
{A division of «l. B. Chesnicals & Pharmaceuticals Lid.
(Omaeredste dumuss ik, b Kesneane su @upsacsaommane )
Hopa, MysBalt 400 030, Heams - Worl, Mombai 400 034, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAIM3A
GUALITY CONTROL DEPARTMENT
OTAEN KOHTPOIH KAHECTHA

Name of the product

Husnanue npenapara

METROGYL® 100 ml polvethylene vial in cardboard pack
(Solutian for infusion 5§ mg/mi)

METPOTHA™ 100 it noamy imiscnonniii (rrakon B nadke
RAPTOHHOI

(pacTeep L nudivini 5 mi/va)

Registralion certificate

and date

Homep m mara Perucrpauyonnore
VAOCTORCPCHIS

FENOTI666/01 o1 07.06.2010

Batch #
Cepin No

TIX21094

Manufactured
Mporssciacho

szzal Valid to 4172024

eacn o

Analytical Repont No
Ananrudcckni Orger No

17FP2E000138 Date 22022021

Jara

AP, manufacturer of AP]
HanMeHonaune akrueuodi

CYOCTAITUHH, NPOHABOAHTC L

Metronidazole USP - Awrti Drugs Ltd., India
Merponnmson ®.CHIA - Aapru pare M, Husum

The analysis was carried owut
according 1o Normative document
Auas geinonweH no HJ|

TT NO11666/01-100120

Manufacturer

(All manufacturing stages)
TIpoussamperens

(Bee cragnn npowinoacTra)

Unigue Pharmaceutical Laboratories (A division of . B. Chemicals &
Pharmaceuticals Ltd.), India

HOunk Mapmacrioruran NaSoparopus (Oraenenne gupmu Bk b,
Kemukane sy @apmactiorikane Jivnsn), Higs

Site address
ALPEC HPOIBOLCTBONION
ILIOLLAIKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 116, Dist.:
Bharuch, India.

Yuactok Ne 4, ®ava 1V, THJLK. Huacrpuan Apea, [Tanonw -
364 116, Orpyr: Bxapyy, Hujms

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpancuse freeze.
[lpu Temneparype He srime 30 ° C B 3aUBIICHHOM OT CRCTa
mecre. He samopaskibars.
Shelf life 3 yeary
Cpok rojocrs 3 roxa

Crpavnna 1 uz 3
Russia




TESTS ! RESULTS STANDARDS
HOKABATEAH | PEZYJIbLTATHI i CTAHAAPTHI
Description A clear pale yellow solution A clear eolourless o pale yellow solution
Omcanue Hpospaunui PACTROP OT COCTAL-KCATOIO ﬂpO‘qu‘IHMﬁ PACTBOP OT BECHBCTHOIU 0 CHUTAL-
usera ACATOLO IHCTR
Identificanion

Hoammeoc
A Metronidarole
HPLC

A Merpounaason
BOKX

Keeps requirciments

Brcpaupact mpebonatina

The retention tme of the major peak in the
chromatogram of the sample solution shuuld
carrespond 10 peak of metronidazole in the
chromatogram of the standard selution

Bpess  yACpAHBIHHA  OCHODHOIO  fiHKL  Ha
XPOMATOTPAMME  HCHBITYCMOID  PACTROPA  SIOIKHO
COMTBOTCTBOBA T BpCMCHR y,!lcpzmsamm UKL
-’*I("Twi!llﬁafﬁ@ﬂﬁ na Xp‘t]-‘ulﬂ’lﬂi'_meMC CTBH,&.‘IPTM()IO
pacTsopa.

Bisiunane

Invisible

Particles 2 10 pm:
¥ per vial

B. Sodium Keaps requirements Formation of dence white precipitate with solution of
identification polassium pyroantimonate.

reaction ﬁlﬂﬂt}lﬂiiliﬂi@l' Tpu*ﬁoﬂalms ()Gpafwuaum: IAGTHOIO  OCaeR  Oeaoro usoera ¢
E. Harpuii KATHA MHPORH THMOHAT PRCTHOROM,

KaMCCTRUHHAR

peakiuis

C. Chlerides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.

reaction Buacpaupaet Tpedonanns Ofipeionanne. GCA0ro  TBOPOAMEIOID OCHJKSE ¢
B. Xnopsuad pactsoposM cepefpa HHTPUTA.

KAUECTREHHAA

peaxkuus

rH 54 45-70

pH 4570

Extractnble 102,83 mi Not kess than nominal (100 mi)

Volume

Hisnegaemuii 102 83 sun He sence somummanuare {100 mu)
obven : I

Bacterial Less than 0.35 EU per | mg Not more than 0,35 EU per 1 mg of netronidazole
Endotoxing

Bakrepiaantivie Menee 0,35 ED ua | M He Gomnee 0,35 ED na | Mr MeTponnaaioss
AAOTORCHIILL

Sterility Sterile The salution shall be sterile

CTepiLnocT, Crepuaueti Pacreop aomken Guire creprnnng

Anomalous Non-toxie The solution should be non-toxic

toxicily Herorenunnii PacTeop A0sACH GhITh HETOXCHUHBIM

AHoManbEnn

TORCHYHOCTH

Particulate Matter

Mexusnmecxie

BRAKMCHI Absent Particulate contamination should be absent by visual
Visible Queyrersyior ihspection

MexaiuueckHe BRIOYCHHE JI0MKHB 010y ICTHOBATE
HPH HHEYZTRHOM KOHTPOSIC

Particles > 10 um: average number of particles - not

Crpamima 2 w2 3
Russia




TESTS RESULTS STANDARDS

NUKASATENN | PEIYABTATRI CTAHJIAPTBI
Particles = 25 pm: maore thun 6000 per vial,
0 per vial Particles = 23 pm; average pumber of particles - not
more than 600 per vial,
i
Hemanype HacTomer 2 10 s Cactiue = 1 v CPURNEE KoMieC e wacTiy -
O F ipaaon te Gonce 6000 /aakon
HacTiinl = 28 i [ Tactiust 2 25 MrmM: cpeaee soanuccrao wacTHI| -
= B —— L l”‘* Boaee 600 /pravon
Colour i Does not exceed the reference standard i The color of the solution should ot cxceed the
| GYs reference standard G,
[metancs He npestinaer sranon GYy Oupacks puctnopa se tomaxea TPeBLItaTE Hanon
Clarity Keeps requiremems The solution should be clear or the opulescence of the

salution should not exceed the opalescence of

! reference suspension [,

Hpospausiocn, Brwepainact ipeGosanin Pucrsep aomken Gurs NPO3PATHLIM $11
CERUICCUCHUHA PACTEOPL HE ALTEHA npeeninaTL
SHRIEC UL yTanoma [

Related unpuritics .02 % Metronidazole impurity A — NMT 0,15 4%
Any other unidentified impurity ~ NMT 0.15 %,
0.03 % Totel impuritics - NMT 1.0 %
Pojictacunue Opnsiech A merponmaon - ne Gonee (1,15 2
MG 0.05 % ToGas apyras HEMACHTHGUIMPOBANHAR IPHMECE -

ne fomee (1,15 &,
Cynmaea npumcceii ~ ue Goaee Lo%

Nitrites Does not exceed The optical density of the test solulion al a
wavelength of 524 nm shall not exceed that of the
standard solution.

Hurpurm He npessimacr ONTHieckan nIoTHOCTL HERITYEMOrD pacTeopa npy

LAMHE Boitkl 524 MM HC J0maME  npessanaTh
ONTHHECKVIO AOTHOCT S CTAHARPTHONG PACTROpA.

Assay of 99.3 % i 4,96 my'ml 90.0 - 110.0 % of the abel claim , i.c. 4.50 - 5,50
Metronidazole mg/mi
Komwecraennoe Y93 % 1. 4,96 midn 90,0 -110,0 % or HOMBHAILHORD COACpRIIIS,
coacpaanne e 4,50 ~ 5,50 mrivg
Metponsasona
Assay of Sodium ¥9.2 % ie. 7839 mgiml 95,0 - 1030 % of the label claim,
<hioride ie. 7.505 - £.295 mg/ml
Kozntecraennoe 992 % 7T 7,839 Mriua 950 - 105.0 % on somimaaLHOMO COACPIAN,
COACPAAHME T.C 7,505 « 8,295 mr/us
Hatpua xaopuza s |
Storage At iemperature not exceed 30 °C protected | Attemperature not exceed 30 °C protected fram i ght.
conditions  from light. Don't frecze. Don't frecze.
Yook Tpst remneparype ne apme 300 C g ITpu Tewneparype we suwe 30°° C b sauunmennon or
XpaneHEs JALMHUCHHOM 0T CBCTa MecTe, He coeia Mecte, He sumopasusar,
: SUMOPUAKHBAT,
Sheif life 3 years 3 years
Cpos rooctn |3 roaa 3 ronta
The above sample complies with the preseribed standards of quality A
it : j ; ; e
Brnseykaannsti obpasen covrnerct BYCT YCTAHOUACHHLIM CTARARPTAM KIMCCTRA %f; ng

QUALITY CONTROL MANAGER
MEHEGKEP 110 KQUTPOJIK) KAYECTBA

Crpannna 3 us 3
Russia




