000 «OHUK PAPMACBIOTUKAI NTABOPATOPW3»

HOpranveckun anpec:
PoccnA, Mockea 127006, yn. Teepckas, A.18, kopnyc 1, kab. 609
Ten/darc (495) 642-82-34, Ten, (495) 642-82-35

WMHH/KMN 7703550218/771001001 662 18 11

OFPH 1057746834420

IMogTBepHicHie COOTBETCTBHS
BEO3HMOTO JeXAPCTBEHHOD NPENAPATA TpebonanusM,
YCTRHOBNEHHRIM TIDH €10 FOCYAAPCTBEHHOM PErRCTPALHH
Ne 402 o1 A 172021

Cornacno Tocranosnenns Tipasyrensctsa PO o1 26.11.2019 Ne1510 «O nopazke pofia B TPRKIAANCKHA
OBOPOT JIEKAPCTBREHHBIX IIPENIAPATOB JYIA ME/MUMHCKOTO (IPHMEHEHIAY.

[ Toprosoe HauyeHOBRHME I METPOIHJT® e
MesIIyHapOAHOE HENATEHTORAHHOS ! MEeTPOHHAAICN
HAHMEHOBAHNE (FPYIIHPOBOUHOE ‘ ‘
WIH XHMHHECKOE)

| llexapcteennas gopma 1 pacTeop Aan ndysui B o B
 Homposka 5 mr/ma ___‘_l
| @opma BLITyCKa | "pacTrop AnA undysuit S M/
| (braxon) 100 mn x | (pauka KaPTOHHAR) 1
Homep cepunt 11X21374 |
_Obnen cepuit 37683 |
Jlata BHITYCKA | 08/2021
I"ojes a0 07/2024 (31/07/2024)
HaumeHOBAHHE H a1pec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
MPOHIBOIHTENR Pharmaceuticals Ltd.), India
(Bce cTagny [POH3BOACTBA) Neelam Centre, "B Wing. 4 Floor, Hind Cycle Road, Warli, Mumbai 400 030,
India

1ORuKk Gapmacsiotixan JlaGoparoprs (OTaenesie dupmpt «[[x. B. Kemuxanc
aup GapmacsioTHganc JIran), Munut
Hunay Cenrep, Kpbino “B”, 4 Grax, Xuua Catikn Poyn, Bopau, Mymbait 400

(0320, Unaus
Site address Bloi Ne. 4, Phase 1V, G.1.D.C. industrial Area, Panoli - 394 116, Dist.: - Bharuch,
AZpec POHIBOACTEEHHOH India.
UIOIUASIKH Vuactok Ne 4, @aza IV, THJLK Huzactpuan Apea, Iawoms — 394 116,

oxpyr: Bxapyy, Huans

Homep H IaTa PerHeTpatHoHHore TINO11666/01 ot 07.06.2010 (nara saMensl Y 10.01.2020)
YIOCTOBEPEHHA e
Homep RopMATUBHON JOKYMEHTALMM 1 N011666/01-100120 ]
HanmeHopanue 1 agpec Aepxarens | Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
PECHCTPALIKOHHORO YAOCTOBEPEHUA Pharmaceuticals Ltd.), India

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

1Onux Gapmaceiotakan Jlabopatopus (Ornenchue Gupmpl «flx. B, Kemukanc
anz @apmacstoTukanc Jiray), Muaus

Hunam Cesrep, Kpputo “B”, & Irak, Xung Caiixn Poyn, Bopnu, Mymbai 400

| 030, Unauns ___l

OtheTeTREHHOE M0 ABCTpUbLIoTOpa 000 «IOnHK t‘.‘?apma'cfl;iﬁi:;f_r@]i'ﬁ’égaﬁﬁlég;; — CwuphoBa AA., MEHSIXED
no ceprudimkausi, nprkas Ne9-OJ] or 10.08.2020 P

C ypameHHeM,
MeuemKep Me cepTHHRKAUHK
000 «IOuuk ®apmackoTikan Jaboparopusy

Cwmuprosa AA.




UNIOLE PHARMACEL ITUAL LABORATORIES
OHHEK APVAL BIOTHEAT JABOPAT ($141 5]
(A givision of « ( icais & Pharmaceuticats Lido)
(O aeaenie QrapMel wjlw. b. Kemu i Oupnachu KA i)
Ropm. Mywbait 410 030, Wi - Warli, Mumbai 400 030, Indw

CERTIFICATE OF ANALYSIS
CEPTHOMKAT  AHAJH3A
QUALITY CONTROL DEPARTMEN]

O KOETPOISE RAMECTEA

Name of the product 'METROGYL® 100 ml polvethylene vial in cardhoard pack
(Solution tor infusion 3 mg/ml)

i M ETPOTH 100 s o WICHOB LT PIAKON B HAUKC

E wa oo

[anpatye npenapatd .
Hazsasins APEts {pacisap 4 gyl 5 MI/MIL)

[{cgig[ra[.ﬁ(}“ certificate TR T666/01 oT (17.06.2010
and date

Homep 1 aata Peiuerpaipeinore |
YAOCTOREPEIHA

Hatch # CIIX2137

Cepita Ne

Manufactured 092021 Vahd to 082024

Tipousne/leto [ 'oacH 10

Analytical Report Ne ‘ {7FP21001674 Date 20/09/2021
AnainTayeckni Oruer No Jhia

APL, manufacturer of AP Mictronidazole USP - Aarti Drugs Lid., India

[aHVCHOBAHKE AKTHBHOHA | MeTponaasen ©.CLUA - Aapru Jlparc JImi. Mnius

cyBeTaniy, HPOHIROAATEL |

The analysis was carried out TNOT1666/01-100120

according to Normative document

Adtamn gainosien no ML

Manufacturer Unigue Pharmaceutical Labormories (A division of J. B, Chemicals &
{All manufacturing stages) Pharmaceuticals Lid.), India

[IpouspoanTent HOme DapMatBHTHKN Jadopatopits (OTienenne Qrapman /B, l>.
{Bee craaun NPOHIBOACTEA) Kemuiaie /L QapyachioTikaie Jree), Hians

Site address [Plot Ne. 4. Phase 1V, GLD.C Tndustrial Area, Panoli - 394 116, Dist:
AApEC HPOHBOIL reHHOI Bharuch, India.

MOLEJIR Vyacerok Nod, Dasa IV, " HJLK, Miaacrpradi Apea, Nanoan - 394 116.

Oxpyr: Brapyt, Huans

Storage | At temperature not excead 30 °C protected trom light. Don’t
Xpacune | frecre
I'pn remieparype He Bhilie 30°C g ainInenHom o1 ckeia
secre, He saMopaskiBaTh.

Shelf life |3 years
% |
CpoK rojHoCcTH 3 rona

Crpamina 13 3
Russia




TESTS
[IOKA3ATEH
Deseripti

Onpeanne
Identitication
TToAIOCTS

A. Metronidazole
HPLC

A, MeTpasiurios
BOWR

fi Sodium
Identification
reaction

5. Harpnil
KaHeC TRCHHAR
[edKUMA

C. Chiorides
Identilication
reaction

B Xnopuis
K ieCTHUHKIA
peakiita

phi

pH

Lxtrac wble
Volume

| A clear pak

RUSULTS
PEZYJILTATDI
vellow solution

. Mipospiuisiil PACTBOP O CHULIO-

L

Keeps requirenments

Bilepaisae | Tpedonaim

Keeps requirements

Polaepaipaet rpedosaung

Keeps reguirements

Buasepuiar 1 rpedosani

bBakTepriihHue

Sterility
CrepuaLiocTs

Anomalous
lonieily
AHOMILIBEHRA
TORCHUHOGLD
Particutate Matter
MexaHUUCCKHE
BEIOUCHNS
Visible

Buamuie

[nvisible

I
Crpasidia 2 n3 3
Russia

Mannexacmitit i 102,67 vt
Bacterial {ess than 0.35 EU per | mg
indotoxins

Menee 033 B wa ! ome

Sterile
Crepirnninaii
Non-loxic
HeTORCHUHBLIE

Absent
OreyTeTnyon

Particles > 10
0 per vial

crrare | Hpoipasiail pacthop ¢ GECHEETHOTR S0 CBY 10"

STANDARDS
- _ CTAHAAPTBL
A ciear colouriess to pale yellow solution

e I0To Wera

The retention time of the major peek in the
chromatogram of the sampie sotution should
| correspond 1o peak of metronidazale in the
-am of the standard solution
Bpems  yAepHiBLANY OCHOBHOTY
NPOMATOIPANMME  HEHLITYEMOTO HIC TBOpA A0IDKNIO
COOTBETCTBORATH  HPEMEHH yACPARHBAIN  THK
MCTPUHHAA30I Ha XPOMOTOTPAMME CTAMAAPTHON
p}]L’i‘H\)Pil.

Fermation of dence white precipitate with solution of

{
i

chromaloger
KR Ha

| notassium pyroantimonale.
DBPAICIAIE 1L RIS OLLIRR Beanro HBeTa C KaAns
FPOAH THMOHLT B PRCTHOPOR

Formiation of white curd-like precipitie with solution
of sibver nitrate.

OOpusoBLine TROPOKALTUTO
pacinopen: cepelpa nurpari.

Heoro ncajka €

Nt I\.’N:ﬁui.mil mnn‘.u;;!d( 16(;m|!

e vence nomunaabnoro (100 vy

Not mare than 0.35 EU per 1 mg of metrgnidazole

He Goztee 0,35 B ua | v MeTponmiaioag
The solution shall be sterile

Pactrop Aok ORITh CTEPIUIhHLIM

The solution sheuld be non-toxic

P'{M."I'l!(‘p ROAECH OhiTh HCTOKCHYMHBIN

Purticuiate contamination should be absent by visual
inspection

MexaHHUCCKHE BKIOMZHES 0K OTCY ICTBOBETD
L il!:",_\'u}l!v‘:i'{)M Kl)it'!]](‘l.td




RESULTS
PEIVIALTATHI
Partictes 2 25 pmv

TESTS
MOKAIATEIN

3
i
|

0 per vial

Herninbie Uactsis > 10 mrs
0/ duiakosn
ACTHIIN 2 23 MEMD
07 daakon

Colour Does not exeeed The reference stand
U\’R

sernocTs He npesuliact Tnon GY«

Clarity Ceeps reguirements

[IpapasinocThs B zepinnaet IR ETHTH

Related impurities | .00
002 Y
Poactseniinie

0.02°

STANDARDS

Timdicles = 10 g average numbet of particles  not
v than 6000 per vial,

es & 2H pm
more than 60U per vial.

average nimber of particles - not

Uaersiwl 2 1 vrMo cpeines ROTHUECTHO 1A e
i gouce 6000 /juakou
Ugersting = 23

CTitid

MEM! Cp\:}llii’t KOAMIRCTRG HACTHH - HU
Sl

e color of the salution shoukd not exceed e
reference stadard GY

(IKECKI PUC TRUPA HE O NPEBLILATL
GYs N
“The solution should be clear or the opalescente ol the
solution should not exceed the opalescence of
reference suspension L

Pactiop Av#en LTy HpoIpatnIM (Th]
QIEUIZCHEHIBN PACTRODIL HE KOITA {i pensiilaTh
OIELICCHHINO 3 L ——
Metrenidasoic nputily ACNMT 0158

Any ulher unidentificd fpurity - NMT .15 %o
Tatal impuritics - NMT L0 %

Hpuatest A METPOHIIAIIA = 1Y Goace 13

ard

TR0

l),."

The above sampie complies with the prascribe
Runneyiasaianiit odpaiel co

Crpanmia 3 us 3
Russia

HPHMECH Yo ToBas s nerieH TR HIEpoBanHn HpHMECh
pe donee 0,13 %

Cymma npumeceii - ne Goace % B
Nirrites Does not exceed T'he oprical density of the test solution at a wavelength

of $24 nm shall not exceed that of the standard

solution

Humurh He npernsiacs O HHECKAR TLIOFHOCTL HCNBITYEMOTD pacraopa 1pH

aHe BoRHB 524 MM e 0NN IPCBHEETL
e o ?‘.I.i‘!‘ilegC_Klt!l’ 1E‘_|:L? m;ileM."] l!.lﬁl}?_[ N{"!l Q !.?il({'lﬂ&ll!u._
Assay of 98.6 % i.e. 4,93 my/ml 900 - 110.0 % of the label claim , ie. 4.50 - 5.50
Metronidazole mg/ml
Kuinsect seHHos 98,0 %o .. 4.93 Mr/Mu GOA - 1100 % O HOMHHANLHOTD CONCPALHIA,
coaRpAREnHE T, 450 350 mrima
Merponnagsond | s - S T
Assay ol Sodium Q9,68 ie 7.807 mg'ml | 950 - 1050 % of the label claim,
chioride |ie 7.505 - 8295 mprml
Konuiect REHHOE 9.6 Y% T.c. 7507 MriMi 050 - 105.0 % 01 HOMUHLILIOTO COACPAIIHA,
COACPAAHHE | Le. 7,505 8.295 miima
Harpus xaopjia . sz J— R Qe NI
Storage Al temperature not exceed 30 °C protected [Ai temperature not exceed 50 2C protected from tig
conditions | from light. Don't frecec. | Don't freeze.
Yenonna flpH Tevnepanype He B 30 *Ca | Llpn tontiepaiype He shitie 309 C b auunLennoM ot
APAHEHAA samuIeHHoN o1 eaera veere. He cpera Mecie. He samopamisarh,
Shelf lite \ Tvears T
Cpok ropHacTH O U S —— ——

d standards af quality
OTBETCTRYET YO TEHOWICHHGIM CTAHIIPTAM KUteeisd

A

ey 22
~ I blo
QUALITY CONTROL MANAGER
MEHEJGKEP [10 KOHTPOO KAYECTBA




