000 «lOHUK ®APMACBLIOTUKAIN NABOPATC PU3»

Opuandecku’ agpec:

Poceun, Mocksa 127008, yn. Taepckas, £.18, kopnye 1, kab. 609
Tenidakc (495} 642-82-34, Ten. (495) 642-82-35

WHH/KNM 7703560219/771001001 682 18 11

OFPH 1057745834420

IogTeepiacHne COOTBETCTBHS

BDOIMMOr0 AEKAPCTRERHOr0 NPENApaTa TpefoBAHMIM,
YCTAHOBIENNLIM TPH ero roeyapeTBennoH pericTpain

Ne 894 o1 DY 05 2023

Cornaciio [Toctanornenus MNpasutensersa PO or 26.11.2019 Nel510 «O nopaake BBOLA B | POKIAHCKUT
OEOPUT JICKAPCTBCHHBIX [penapaton A0 MEJHLHHCKOro NpAMeHEHHER.

‘Toprosoe HaHMEHOBAHNE

METPOI'MJI®

MeknyHapoIHoe HeNaTEHTORANHOE
HauMeHOBaHKe (IPynnMpoeBotHOE
WM XAMUYCCKOS)

MeTponuaazon

Jlexapcraensas hopma pacTeop aad uHhyIdi
Jozuponka 5 mr/mMn
Gopma BLIYCKA pacTBop AiA HHQy3uit 5 Mr/mn
(draxon) 160 mn x | (mayka kapToukan)
Homep ceprn 11X22565
O0BeM ceprH 37842
JHata selIycKa 1212022
Tonen 1o 1172025 (30/11/2025)
HaumesopaHue u aapec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals and
UPOUIROAHTENR Pharmaceuticals Ltd.”), India

(Bce CTafri BPOH3BOACTBA)

Neelam Centre, "B" Wing, 4<th Fleor, Hind Cycle Road, W orli Mumbai 400030,
India

1Onak ®apmacsiotukan JlaGoparopus (OraeneHue dupme k. b. Kemukanc
aua Gapmacsoruxanc Jita.w), Haaus

Hunam Cewtep, Kpauto “B”, 4 ata, Xuan Caitkn Poyn, Boj 4, Mym6ait
400030, Hunua

Site address
AZpec NpOUIBOACTBEHEOH
ICIOMANKH

Plot No. 4, Phase — IV, G.L.D.C. Industrial Estate, Panoli - 374116, Dist. Bharuch,
India.

VyacTok Ne 4, ®asa — 1V, THJLK. Huaactpuan Herefir [adomd — 394116,
Oxpyr bxapyy, Hnnus

Homep u nata pervdcTpanHoHHOIO
YEOCTOBEPSHHA

TIT-Ne(000576) -(PT-RU) o7 16.02.2022

"Homep HOPMATHBEOH AOKYMEHTALHH

TI-Ne(000576) -(PC-RUY -160222

HaumMeHOBAHHE | afpec AepKaTend
PETACTPAIMOKHOTO YADCTOREPEHHA

Unique Pharmaceutical Laboratories (a division of “J. B, Chemicals and
Pharmaceuticals Ltd.™), India

Neelam Centre, "B" Wing, 4-th Floar, Hind Cycle Road, \/orli Mumbai 400030,
India

IOnuk Gapmacerotuxan JaGopatoprs (Otnenchue upnat «Jlk. b. Kemuxanc
aup Qapmacsiotrranc JITA »), MHAA

Hunam Cenrep, Kpeino “B”, 4 atax, Xuny Calikn Piyn, Bopnu, Mymbail
400030, HMuaua

OTpercTaeHHOe MU0 AucTprimoropa OO0 «IOxKK DapMackOTHKAL JlaGoparopuin — CMup 1082 A.A., MEHEIKED
110 cepTudrKaumy, npukas Ne9-OJ1 ot 10.08.2020

C yBaeHHEM,
Menemmep no cepTHhHRAUHH

000 «I0Onuk PapmaceioTuran JladopaToprs»

CmupHoBa AA.




UNIQUE PHARMACEUTICAL LABORATORIES
TONWK ©APMACLIOTHUKAJ JIABOPATOPH3
(A division of «l. B. Chemicals & Pharmaceuticals Ltd.»)
(Orueicine dupmw ol B. Kemuane sun @apMachiorhkane Jhrpn)
Bopnu, Mym6ak 400 030, igus - Worli, Murabai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROT. DEPARTMENT
OTJ(EJ1 KOH TPOJ151 KAUECTDA

Name of the product

HazsaHue npenapara

Metrogyl® solution for infusion, 5§ mg/mL (bott €) 100 mL x 1
(carton)

Merporua® pacTsop xas nudysuit, 5 mr/ma (haa con) 100 ma x 1
(N2UKH KAPTOHHAN)

Registration certificate number
and date

Homep n aaTa Perucipaumonuoro
YUOCTOBEpEHUS

TIM-Na(D00576) -(PT-RU) o7 16.02.2022

Bateh # 11X22565

Cepun Ne

Manufactured 12/2022 Valid to 11/202
Ipou3BeAeHo Tonen Ao

Analytical Report Ne 17FP22002660 Date 24/12/: 022
Ananuruueckui Oraer Ne Jara

API, manufacturer of AP]
HaumeHoBanue akTHBHOMN
cyGeraHumi, IPOU3BOANTEIE

Metronidazole - Aarti Drugs Lid., India
Merponunason - Aapru Jparc JluMure, Hnaua

The analysis was carried out
according to Normative document
Ananu3 seinolues no HI

JIN-Ne(000576) (PC-RU) -160222

Manufacturer

(All manufacturing stages)
[Mpoussoanient :
(Bce cTanv npou3BOACTBA)

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

10Uk MapmacstoTikan JlaSoparopus (Oraeneunc (upmbl «/Lx. B,
Kemuxanc >Ha Mapmacetoruxanc Jita»), Huaus

Site address

Anpec npau3BoNCTBEHHOA
MOWAAKK

Plot No. 4, Phase-1V, G.J.D.C. Industrial Estate, Pai oli - 394116, Dist.
Bharuch, India.

VYuacTok Ne 4, ®aza- ]V, FHIK. Hupacipuan icrefiT, [Manonn -
394116, Oxpyr bxapyy, Huavs

Storage At temperature not exceed 30°C protected from ight. Do not
freeze.

Xparenuc TTpu Temiteparype 1 Boie 30°C B 3aLMILEHHO 4 OT CBETA MECTe.
He ramopaskusars.

Shelf [ife 3 years

Cpoxk roasocTi 3 roaa

Crpauniza 1 w3 3
Russia




TESTS RESULTS i STANDARE' S
TMOKA3ZATEIH PE3YJLTATDI CTAHIAPT 5l
Appearance | A clear pale yellow sohation A clear colorless to pale yellow sc lution
Onucanne TIpoapaurkiil pacTBOP CBETND-XKEITONO TIpospaunsii pacTeop ot Becuser oro A0 CBETIO-
uBeTa JETOrD I{BETA

Identification

HonTuHHEOCTD

A. Metronidazole Keeps requirements The retention time of the princ pal peak in the test

HPLC solution chromatogram should correspond to the
retention time of metronidazole peak in the standard
solution chromatogram.

A. Merpousraaion Brutepxusact TpeGoBaHi Bpems  YASPAKHBARMA  OCH(RHOrO  OHKAa  Ha

BIXKX XpOMATOTpaMME  HCOEITYEMOTO  pacTBopd TIOMEHO
COOTBETCIBOBATh  BPEMERM  /AEpwuBaHMA  IHKA
MeTpoHuA230na Ha  XPOMATON 4MMe  CTAaHIAPTHOID
pacTBOpa- )

B. Sodium Keeps requirements A dense white precipitate firms with potassium

Qualitative pyroantimonate solution.

reaction (Russ.

Pharm)

B. Harpuil BeiaepikuBaeT Tpefosanng O6paIoBaHKE NIOTHOTO OCANKE JEOre UBeTa ¢ KAMA

KanecrsenHas NHPOAHTHMORSTA PACTBOPOM.

peaxugs (M Pd)

C. Chlorides Keeps requirements A white curdled precipitate forms with silver nitrate

Qualitative solution.

reaction (BP)

B. Xnopuasl BripepassacT TpeOoBaBHA OGpazosaume 6enoro  TBOPC KHCTOTG  OCATKA  ©

KavuectsenHas pacTBopoM cepebpa HHTPaTa,

peaxuns (Bp.0)

pH 59 4510 7.0

pH 59 or 4,510 7,0

Extractable

volume 102.33 ml Not less than the nominal volum :

Hseiexaembiit

ofinem 102,33 mn He MeHee HOMHHAIEHOIO

Bacterial

endotoxins Less than 0.35 EU per 1 mg Not more than 0,35 EU per | my of metronidazole

BakrepuanbHble

AHI0TOKEHHB] Menee 0,35 EQ na 1 mr He 6onee 0,35 ED Ha | Mr MeTp YARL33012

Sterility Sterile The solution should be sterile

CrepmibHOCTE CrepuRHBIH Pacrsop AomkeH GuiTh CTEPHAE (BIM

Abnormal Non-toxic The solution should be nontoxi

toxieity

AsomanbHan HeToOKCHYH ] PacTsop Lom#eH GhTh HETOKCE HEIM

TOKCHUHOCTH

Crpanmua 2 w33

Russia




TESTS
TIOKA3ATEJH

RESULTS
PE3VJIBTATDI

STANDARDS
CTAHJIAPTbL

Particulate
matter
MexannuceKne
BRAKYCHHE

- Visihle purticles

- Buansuie

Absent

Qreyreimyior

No particulate matler should be caserved by visual
inspection
MexgHHUSCKHE BICITOMEHRs JIOJTKIIB JTCYTCTROBATE [TPH

Kohnuerrnennot
onpeacacune

HACTHILE! BU3Yanbi0M KOHTPONE
- Bub-visible Particles = 10 um: - Parlicles 2 10 pm: average numbe - of particles - not
particles 0 per bottle more than 6000 per bottle,
Paticles 2 25 pm: . Particles 2 25 pm: average numbe - of particles - not
0 per bolile more than 600 per bottle.
_:a}:::lﬁ‘l“”‘m 1{3'1'17"('-)11:;.1’?‘3'“31’0” Z 10 Miem: - YacTane: pasmepoM 2 1O MxM; CpSAlSE KOTHICTHO
a kM rakOi wactuil - Be Gonee 6000 Ha onuy dae cont
HacTHUB! pasMepon 2 25 MKM: - YacThige paaMepoM = 25 MKM: CPELIEE KOTHUSCTEO
0 wa oaun QIaKok yacTwiL - ne Goaee 600 Ha opwil drax i
Degree of not more inensely colored than The solution should be not more inte: sely colored than
coloration reference solution GYs reference solution GYS.
LiBeTHOCTE ue npesbintact Jrunoi GYs Oxpucky pacTBOpa HE JONKIIA PERDL LATh STAn ol GYs
Clarity Keeps requirements The solution should be clear or its op ilescence should be
not more pronounced than that of ref rence suspension |
MpospaunoeTh B uieprunaer Tpebosanus Pactsop JomKer Gnivs TPOIPANHLIM ATH CRANECUEi A
PHCTBOPA Lle A0MKKA NPEBRINIATE O NIECHEHIHIO
aaaong 1.
Related 003 % Merronidazole impurity A — not moi 2 than 0.15 %
substunces 0.04% Any other unidentified impurity -- nol more than 0.15 %
0.1% “Total impurities — not more thun 1.6 %
PoaeTeelrubie 0.03 % [pumeck A METPOHHAA3ONE — 1€ 6onee 0,13 %
npnmecs JTioGas pyran Henaeu1sQHIKPOB: HHas NPUMECE — HE
0.04 % Bonee 0,15 %
0.1 % Cymma tpayeced - ue Gonee 1,0 %
Nitrites Does not exceed Absorbance of the test solution at a1/avelength of 524 nm
shoutd not exceed absorbance of he standard solution
HutpaTin He npepsinidet Ornraueckus NAOTHOCTh HCNAITYE MOr0 PacTBOpa TIPH
anuHe BOnMm 524 uM  HE . OmkHA MPEBbILIATR
ONTHAECKYID IIOTIIOCTE CTAHIAPTE OO PAcIBOpY.
Assay

A Metronidazole

A, MeTpoingason

13. Su(iiui;.l chloride

. Hatpus xnopua

99.2% 60.0% to 110.0% of the label claim
i.e. 4.96 mg/mlL i.e. 4,50 mg/mL to 5.50 mg/mL
99,2 % oT 90,0% jio 110,0% 0T HOMHRAILE OI'0 CONCPKAHKA
1.8, 4.90 Mrima e, OT 4,50 Mrvmn 10 5,50 midmn
99.9 % §5.0% Lo 105.0% of the label claim
i.e. 7.890 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mL
99,9 % ot 95,0% no 105,0% 01 IIOMUKATL] 010 CO/IEpranis

T.8. 7,890 mMrima

e o 7,503 mr/ma o 8,293 wr/ur

Storage At tempersiure not exceed 30°C protecied from light. Da not Treeze.

Xpanemnue [lpu TesepaType He Bliie 30°C 5 3aWMIICHEOM 01 Caera MecTe, He 3amMop kasdh,
Shelf life 3 years

| Cpox roanocin |3 roda

Crpanvia 3 us 3

Russia

The above sample camplics with the prescribed standards of quality
Broneykazains i 06pascll CoUseTcTBYeT YCTAHOUIEHNLIM CTaHapTaM Kavcesa

SEmsas s
QUALIT\’?"ﬁ @Lagfiﬁxc ER

MEHEJUKEP [10 KOHTPO 110 KAYECTBA




