000 «tOHVK ®APMACBLIOTUKANT TABOPATOPU3»

Kopuamdesknn aapec

WMHHKNN 770
OrPH 1057746834420

aTarel

Pocous, Mockea 1270006, yn. Teepckas, 4 18, kopryc 1, xab. 609
Ten/haxc (495) 842-82-34, Ten. (408) 642-82-25
3550219/771001001 662 18 11

IHoarBepAuecHHe COUTBETCTBHA

BEOIHMOID AEKAPCTREHHROID NPenapaTa TpefoBauunm,
YCTRHOBICHABIM DU C10 IOCYARPCTBEHHOH PEIHCTPATINA

Ne d017 o 4./ 2021

Caornacuo [oerarosnenus Hpaeureasersa PO o1 26.11.2019 Nel 510 «O nopaaxe ssoaa B rpasaaHckiil
oflOpOT JEKAPCTREHHBIX NPENAPATOR TA MEIHIMHCKOTO TIPHMEHEHH .

|__Toproaee HAUMEHORAHKE

METPOTHJI*

| Mesy HapOHOE HEMATEHTORAHHOS

| HaMMCHOBRHEE (IPYNIHPOBOYHOE
| HAM XHMUAYECKoe)

Metponuaason |

Jlekapereentas Gopma

PACTROp A8 HHy3H

Mozuposka

S Mir/Ma

Gopma BEIMyCKa

pacTBop 18 KHy3Ki 5 MI/a
(dhnaxon) 100 Ma x 1 (nauka kapToHHas)

{Bce cranus npouseoacTea)

Homep cepuy I1X2139%0

OGnem cepun 37603

JlaTa BLITYCKA 05/72021 B

Tozes 1o 08/2024 (31/08/2024) 1
HaumenoBakHe U aapec Unique Pharmaceutical oratories (A division of J. B. Chemicals &
[POH3BOAHTENS Pharmaceuticals Ltd.}, India

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

HOnuk Qapmackiotrkan JaGoparopas (Ornenenve drpvsr «/Tx. b, Kemuxanc
3up PapmacsiotHkanc Jitan), Maaus

Hunam Centep, Kpuino “B”, 4 3raxk, Xunz Calika Poya, Bopnu, MymGait 400
030, Wupun

Site address
Azpec mpoKsBOACTBEHHOM
MICMAaIKH

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

Yuacrok Ne 4, Qasa IV, THJLK, Munactpuan Apea, Ilasosn — 394 116,
okpyr: Bxapyu, Haaus

Homep u 1aTa perueTpautoHHoro
YAOCTOREPEHNA

[INOL1666/01 o1 07.06.2010 (nata 3aMenst PY 10.01.2020)

HoMep HOPMATHBHOH JOKYMEHTALLI

TINDO11666/01-100120 |

HaumeHOEaHHE W aLpec JepKaTens
]JCI'HCTPSHHOHHOS'G yJJOCTOHCPﬁHHX

Unigue Pharmaceutical Laboratories (A division of J. B. Chemicals & |
Pharmaceuticals Ltd.), India
Neelam Centre, "B" Wing, 4
india

KOnuk @apmacerrtuxan Jlaboparopus (Ornenende Qupmel «/Lx. b, Kemukanc
an1 GapMackioTRKAIC JiTa.»), Mumus

Hunam Centep, Kpeino “B”, 4 D1ax, Xuua Caixa Poyn, Bopnd, Mym6ait 400 |
030, Hunns '

Floor, Hind Cycle Road, Worli, Mumbai 400 030,

OrrercTBentoe nuuo auciprbeioropa OO0 «(iOunx Papmackiomikan Jlaboparopuan — CMupHesa AL A, MesHemxep
no cepruddxauud, npuxai Ne9-0J1 ot 10.08.2020 ¢

C ypamenien,
Menremsep no ceprudurausu

Q00 «HOuuk PapmacsoTiran JaGopaTopum
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UNTOUE PHARMACEUTICAL LABORATORIES
oMK BAPMACBIOTHKA T JABOPATORI
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Popau, ! 01134, Haans - Wor O 0530, Il
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHA JdH3A
GUALITY CONTRM DEPARTMENT
DR KOHTROJA KAMECTRA
Nu::;enﬁhé groduct METROGYLY 100 ml puiye%h}-!cnc vial i cardboard pack
I (Salution for infusion 5 mgmili
EMETPOMHTY 160 ma noas FEHEHOBLIA QIAKOT B HAUKC
Hasnatine npenapuia Kapronnoil ;
) | (pACIBOP LR pndyini 5 i)
Registration certificate [TINCH1666/01 ot 07.06.2010

and date L
Homep # gata Pernerpausoiora

YAOCTORCPENUA

Batch # TX21390

Cepus Ne 1

Manufactured 09/202% Valid to (8/2624
TlpousscacHa [oacn Jio

Analytical Report Xe 17FP21001718 Date 17/069/2021
Anadruaecki OTuer Nu Hara

APL, manufacturer of AT Metronidazale USPE - Aarti Drugs Lid., India
Hassicnozanme axTupHOR Merponnason ©.CLIA - Aaprn [Jlpare Jlu, Huans
cyBeTaniiy, NPOHIBOAHTEAL

The analysis was carried out 1T NOL1666/01-100120

according to Normative docussent

Asana prnoanen no HJ

Manufacturer | Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
(All manufacturing stages) Pharmaceuticals Lid.), india
{iponspoanTets Onuk dapmaceroTKan Jafioparopss {(Qracaehue Qupast wbk b
{Hee cranuu NPUHIBOLCTSR) | Kesmuxanc a1 DapMacbioTHRANC Nrw), HHama

|
Site address UPlot Mo, 4, Phase IV, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.
AApec NpOI3HOACTREHHON Bharuch, India.
[AOLEAAKH Vuactok Ne 4, esa IV, ALK HMugacrpuan Apea. flanom - 94 116,

| Oxpyr: Dxapy™, Huis

” 1 - - - P .
Storage TAt temperature not exceed 30 °C protected from light. Don
Xpauenue lrecze.
LIpu TeMugpaType He Buliie 30 ° C B JALMIGEHHONM OT CBCIR
imecTe. He 3MOpakHEATH:

Shelf tife 3 years
CPOK roaocTi 13 roaa
L \

Crpanuna 1 13 3
Russia




Crpanuua 2 u3 3
Russia

TESTS ! RESULTS STANDARDS

MOKABATENM PEIVILTATDI | CTAHJAPTHE

Deseription A cledr pate vellow salution A clear colourless to pale vellow salution

Cmicanne I Ipospavsntil PACIREP OT CASTAQREATOND ‘ [pospenindii pacTaop o7 HECUBETHCLG 40 CRETAO-

o . | WneTa . HCHATONS HBETL _— ad

ldentifization B '

TloHKHOCTE

AL Meronidamle Keeps reguirements The retention tme of the major peak in the

HPLC chromatozram of the sample sobution shouid
correspond to peak of metrormdazole in the
chromatogran of the sundard solution

AL MerpoHnaasen BruepwitnacT 1pedosanis Bpems  YISpAHBUHNE  CUHOBHOIO  OMKE 1A

BAK APUMATOTPAMME  HCOLITYCMOTO  PACTROPH  JA0/IHLY
COOTRETCTROBATE BpeMen VIER A HAAHIE 11k
METPOHHABIONE HA  XPOMITONPAMME  (TRILIDTHOTG
pacTuopa.

B. Svdium Keeps reguirements Formation of dence white precipitate with solution of

Tdentification potassiurm pyrogntimonale.

reaction Bri e pacitbaeT TpeboBAHUA OBPAIOBAHKE TIOTHOND DCALKA DEIOID UBETA ¢ RAAHA

B. Harpuii 1IM20AHT HMOHATA PACTEOPOM,

KAYECTRENNHAY

peasumy

C. Chlorides Keeps requirements Formation ef white curd-iike precipilate with solution

Idenufication of silver nitrate.

reaction Buigepxuaact TpebopaHng OOpaiosaiie  Ge70ro  THOROAKHCTOIY  OCGAIKD  ©

B, Xnopauu pactsopoM cepelpa HHTPATA.

KANCCTBCHHAR

peaKimn o]

plt 5.9 45-7.0

ph 45-T70

Extractable 18267 mi Not less than rominal {100 mi)

Volume

Hamackaemblit 102,67 ma He menee nomuuaasncro (100 ma)

Bacteriul Laess than 035 EU per | mg Not mere than 0.35 EU per | mg of metronidazole

Endetoxins

BakTepraiLHuic Menee 0,35 ED Ha | mr He Gonee 0,35 ED na 1 Mr MeTpormzanona

IHADTOKCUHB ) u

Sterilily Sterile The solution shal] be sterile

CTepUABHOCT Crepunnmit Pactaop aoameH GHTH STEPRIBHEIM

Anomalous Non-texic ‘The solution should be non-toxic

toxicity Herokenunnti PacTROp fOEKEH SbITL HETORCHIRBIM

AHOMUILULR

TOECHYHOCTE

Particulate Malter

Mexauuuceue

EKOUEHUS Absent Particulate contanunation should be absent by visua!

Visible O1CyTeTayioT inspection

Beanseic MEXAHHUECKHE RKTIOMCHMSE A0 OTCNIUTBORATh
OpH BRIYATBHOM KORTPOAS

invisible Particles = 10 pm:

o 0 zervial




TESTS ' RESLILTS STANDARDS
HOKAIATEAM  PESYARTATHL _ CTAHMAPTHI

Particles = IR f P 2 160 wame av nugsher
0 per vial more t

L1

ven A0 per vial
Panticles z 25 e average number of pariches - not
more than 800 per vial,

Hepu e HeoTsue: = [0 MEM:
0 dnaxon Lacys il 2 10 MEM CPEINGe KORHYBCTED AT Hil - HO
Yactuus = 25 stkm. danee 6000 /puaxen

0/ drakon CHacthuel 2 2T MEM CPEOEEC KOTHUCCTRO AT TIIL~ 1L
L Bonee 600 (fanakon

andard  { The eolor of the solution should not exceed the

| Fal N
LT

Does net excead the reference s

GYs reference standard GY's
LisernocT He ppernaet 3Ta10i GY. ORDECKL DUCTHOPE Be JOJUKHA NPCHBLLATH JTa0H
T LTS U PRI T O TR RRET o3 PE— ‘:‘)Yj S— SO e e
Clarity { Keeps requiremerdts The soiution sheuld be cdear or the opalescence of the

solution should net excead the opalescence of
reference suspension L

[lpespannocrn BrizepanpasT Tpebonans Pacigop LOMAEH HLITH NPOIPaERIN Wi

| OTALECLEE UNE PACTSOPE HC JO/DKHE OpCHLILIITE
ONATECHeHIMKI Frastoda |

Related impurities 0.00 % Metonidazole impurity A - NMT 0.15 %
Any other umidentified impurity - NMT 015 %
6.02 % Total impurities - NMT 1.6%
Poncruciispie flpuMecs A MeTponiraasoaa - ne Gonee 0,15 %%
HPHMECH 0.02 % Jhofas apvres HCMACHTHEMUBPORAHEAR HIDHMECH -

ne Gonee 0,13 %
Cyvmma nipuveceii - we Gonee 10 %%

Nitrites Does not exceed The optical density of the test solution ut a wavelength
of 324 om shail not exceed that of the standard
solution.

Hurpirrit He npepsiwact ONTIieCkan RAOTHOCTE HCUBITYCMOIO PacTuOps HpH

ANHIG BOMHRL 524 HM  HC JOLKHE  [PERLINATL
GOTHYECKYIO ILIOTHOCTh CTANAANTHOTO PACTROPE.

Assay of * 96.2 % ic. 4,91 mg/ml Q0.0 - 110.0 % of the label claim , ie 4 530 - 350
Meuonidazole | mg/ml
Koamued TREHHOE 982 % T.e. 4,91 Mrivn 0.0 - THLD % OT HOMHHEATLHOTD COMEPAAHMR.
COnepERaune 1.2 4.50 - 5,50 Mriman
Merzoimaasona
Assay of Sodium 99.6 % e 7.86% mp/ml §5.0 » 105.0 % ol the label claim,
chloride e 7.505 - 8.265 myg/ml
Koauuectaensoe 99,6 % 1e 7,889 s/ 95,0 - 103,00 % 07 HOMHBAIBLHOTO COREPEANHA,
COACPRAHKE e, 7,508 - 8,295 mriva
Harpua xnopiaz R ; W
Storage At temperature not exceed 30 *C protected | At temperature not exceed 30 *C protected from light,
conditions from light. Den’t freeze. Don't freeze.
Yenoeus [pu Tempeparype ve gaine 30 C o Tlpy Temneparype se suinie 30 7 C b 1auntinesHon or
XpaneHus FAUDICHHOM OT SBeTa MecTe. He cnata Mecte He 1amepaxunath,

SAMODREHERT. = kil
Shelf life 3 years 3 years
Cpuk rOMHOCTH Jroja 31oga

The ahove sample complies with the preseribed standards of guality £ )
Hnttiey kaanini i 0BPalel COOTBETCTAVET YCTHHORICHIAIM CTaHIAPTAM KaUCTTR: S =L ‘m ~ N\ FERS
- -m-.-(, ﬂ'\& ¥y
QUALITY CONTROL MANAGER
MEHEIAEP [10 KOHWTPOH) KAHECTBA

Crpasmia 3uz 3
Russia




