UNIQUE PHARMACEUTICAL LABORATORIES
JOHHK ®APMACBIO IMKAJ JJABOPATOPU3
(A division of «J. B. Chemicals & Pharmacenticals Ltd. »)
(Oraenenue Gupmbl /L. B, Kemukaiic 21 DapMaChIOTHKAIC Jira.»)
Bop:m, Mymbaii 400 030, Wizms - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJEJ KOHTPOJIA KAUECTBA

Name of the product Metrogyl® solution for infusion, 5 mg/mL (bottle) 100 mL % 1
(carton)
Merporui® pacrsop as nndysuii, 5 mr/ma (daaxon) 100 ma x 1

| (nauxa KA TOHHAN)

HanmeHoBarHe npenaparad

Registration certificate number \

and date TIT1-Na(000376) -(PT-RU) ot 16.02.2022

Tomep 1 fata PerneTpaLmoHtone

y10CTOREpENHS

Batch # 11X26023

Cepus Ne

Manufacturing date 1 02/2026 Valid to 01/2029
JlaTa NpoH3BOACTEA | I"ozeH J10

Analytical Report No 17FP26000278 Date 19/02/2026
Ananurnyeckni OTuer No Jlata

Importing country Russian Federation

CrpaHa-uMIoprep Poceniickas degepaind

API. manufacturer of API (Batch } Metronidazole - Aarti Drugs Limited, India (MTZ/25082248)
No)

HanmenoBanie aKTHBHOM MerpoHunaso - Aapti Jiparc Jlnmuren, Huaas (MTZ/25082248)

cyGeTanumm, Ipou BOIMTEND
(Cepus Ne) |

The analysis was carried out \

according to Normative document JHI—NE(ODOS'.’G)-(PF—RI,J)—! 01224

AHaIM3 BHINOJIHEH 110 HJT

Manufacturer (all stages including Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

Release Quality Control) Pharmaceuticals Ltd.), India

[poussoamTens (sce cTIH, [Onuk  @apMackiOTAKAT JlaGoparopus (Ortaencnue dwpmpt /DK b
‘:\:'1'*""‘”' ;""“yc“amm”r‘ KOHTPOMb | [ommkasc i DapMackioTHRAIC Jlt»), Miams

auccrsa

Site address Plot No. 4, Phase-1V, G.LD.C. Tndustrial Estate, Panoli - 394116, Dist.

Bharuch, India.
Vyactok Ne 4, Paza-1V, THJLK. HuzacrpHal HetediT, Tlanonu -

Aupee NPOH3BOJCTBEHHOM

IIOMIALKH l394| 16. Okpyr bxapyu, HHAMs
Manufacturing license number G/28D/LVP-9 GMP certificate No. GMP/EAEU/RU02297-
Homep upomsommeuuuﬁ JHLEH3HI GMP ceprugurar N 2025

Storage conditions At a temperature not exceeding 30 °C in a place protected from
light. Do not freeze.
[1pu TeMmeparype He BRILLC 30 °C B 3aIULIEHHOM OT CBETa

| mecre. He 3aMOpakHBALD.

VeI0BHA XpaHeHns

Shelf life (Storage life) 3 years
Cpok roaHOCTH (Cpux xpaunernd) | 3 rofia

Crpanuia 113 3




QUALITY PARAMETERS
MOKA3BATEJIH KAYECTBA

RESULTS NORMS (PERMISSIBLE LIMITS)
PE3YJILTATEI HOPMbI {g!OﬂYCTHMBIE NPEAEJbI)

Appearance 1t yellow transparent Colorless to light yellow transparent solution

(visual inspection) solution

Onucanne I1po3padibiit TMpospaunniii pacTeop OT HeclBETHOrO /10 CBETNO-

(susyaavnuiit sieniod) pACTROP CBETJIO-KENTOT0 | HENTOTO uBeTa

LBETA

Identification

_M,]eun@mcaunﬂ |

A. Metronidazole Keeps requirements The retention time of the main peak in the chromatogram

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

A MeTpoHuaasoi BrIACpHKHBAET TpeGOBAHNHA Bpemsa ynep:KHBAHHA QCHOBHOIO NHKa Ha

BOIKX XPOMATOrpaMme  HCIBITYEMOro pacTROpa  JOIKHO
COOTROTCTROBATL  BPEMEHH  yHSpPHKuBAHHA KA
METPOHMJI30A  HA  XPOMATOrPAMME CTAHAPTHOO
pacTaopa.

B. Sodium Keeps requirements Formation of a dense white precipilate with potassium

(’_,)?:.jfimu‘w reaction (EEU pyroantimonate solution.

b. Harpuil Buinepipaer TpeGopanns | OGpasoBaHKe WIOTHOO ocatka GENoro UBeTa ¢ KAl

Kauecmaenitan peakijust

(BEATIC) IMPOAHTHMOHATA PACTBOPOM.

C. Chlorides i . . : =5 ; r

Oualitative reaction (BP) Keeps requirements I-olrm_auon of white curdy precipitate with silver nitrale
solution.

B. Xnopuant
Bo1iepanpaeT TpeGoBanik OBpasoparue  Genoro TBOPOKHCTOrO  Ocamka ¢

Kaveemeennas peaxyus

(Ep.®) pacTBOPOM cepeOpa HHTpaTa. 2|
pH 59 451070

(patentiometric)

pH 59 or4,5 1070
_(lamﬁm[uo.wmpuuen‘mu‘u‘ =i
Extractable volume 102.17 mL. Not less than the nominal content

; 102,17 mn He MeHee HOMHHAILHOTO gas
Less than 0.35 EU per 1 mg | Not more than 0.35 EU per 1 mg of metronidazole

Menee 0,35 E9 na 1l mr e Gonee 0,35 ED wa | mr METPOHHIA3I0NA

Magaexaembiii 00bem
Bacterial endotoxins
BakrepnaibHbiC
| 3H10TOKCHHBI
Sterility Sterile The solution should be sterile
(Membrane filtralion)

CTepHiabHOCTE CrepuiihHbli PacTROp AOTKEH ObITh CTCPHILHRIM
(uemog mendparioil |

| husompantivg

Abnormal Nonloxic
toxicity

AHOMaABHAS | HeToKcnaHbIH
TOKCHYHOCTE

Particulate matter

MexaHH4eckHe

| Breouenns

- Visible particles Keeps requirements In accordance with the requirements
(In-house method. Visual
inspection)

- BUjluMBble HACTHLLEL
(Mentoduxa RPOUIBOOUIMEN.
Busvanvisiit smenod)

The solution should be nontoxic

PacTBOp M0JAEH ObITh HETOKCHUHLIM

BhiaepaHeacT TpeﬁﬂﬂaHHﬂ B cOOTBETCTBIY C TpebusanHAMIL J

Crpannua 2 u3 3



QUALITY PARAMETERS RESULTS | NORMS (PERMISSIBLE LIMITS)

HOKATATEIN KAMECTBA PE3YJIbTATBI HOPMbI (gonyCTHMHE NPEAEJILI)
- Su ible particles Particles > 10 pm: _ particles 2 10 um - not more than 6000/ bottle
(Photometric count) 0.0 per bottle
Particles = 25 pm: _ Particles = 25 pm - not more than 600/ bottle
0.0 per bottle
(f—ﬂemmumle HACTHIBL | Ugerigst pasvepon = 10 MKM | TacTius pasMepoM = 10 miom - e Gontee 6000/ quiakon
il 0.0 na oans (IaKkoH

4)!}’1!0.‘»1(’1!?}.‘”‘[!?CKU!-}) > N
YacTulbl pasmMepoM = 25 MEM: | - YacTHIs pasMEpoM 2 25 Mk - He Gonee 600/ durakont

0.0 na oy rraxon =3
Degree of coloration Keeps requirements The degrce of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs
Okpacka pacTBOpa He JOMKHA [peBLlIIATL ITANOH GYs |
The solution should be transparent or the apalescence of
the solution should not exceed the opalescence of the
reference solution 1

LlBeTHOCTL BriiepkusacT TpeGoBaHuA
Keeps requirements

Iipo3pauHoCcTh BriiepiusacT TpeOoBanit PacTBOp A0KEH GBITL NPOIPAUHBIM WIIH onanecieHuH

(@EAIC) pacTROpPa HE JIOJIKHA NPCBLIIATY ONANECUSHIME

[t e FER Gl S Sagmal L T e e
Impurities 0.02% Metronidazole impurity A —not more than 0.15 %

HPLC 0.00 % Any other unspecified impurity — not more than 0.15 %

0.02 % Total impurities — not more than 1.0 %

TMpumecH 0.02% Mpumecs A MEeTpOHHIA30a — HE Gonee 0,15 %

BIKX JhioBaa apyras HenaenTHhHUHPOBAHHAA PHMECh e
0.00 % gonee 0,15 %

[ 0.02 % Cymma npumecei — He Gosee 1,0 % =
Nitrites Keeps requirements Absorbance of the test solution at a wavelength of 524 nm
(Spectrophotometry) should not exceed absorbance of the standard solution
HutpnThi BbiiepRnBacT TpeboraHus OnTuyeckas 1I0THOCTE HCIBITYEMOro PacTsopa npu
(Crexmpodhonomempu) AJIHHE  BOJIHBI 524 HM He [0/lKHE NPEBBILLATE
= OI]TM‘{CCK)'H} TJIOTHOCTh CTaH,"lﬁ[!‘[llOl‘O EilCTDOBZI. &l
Assay
KonnuecTBEHHOC
| onpeneneHne z 1]
A. Metronidazole 1024 % 90.0% to 110.0% of nominal content
HPLEC j.e. 5.12 mg/mk ie. 4.50 mg/mL to 5.50 mg/mL
A. Merpoinaason 102,4 % ot 90,0% ao 110,0% o1 HOMHHANBHOTO CONCPRAHNHA
| BOKX r.e. 5,12 vy r.e. o 4,50 Mr/mn 10 5,50 Mr/Ma
B. Sodium chloride 99.8 % 95.0% to 105.0% of nominal content
(Titrimetric) i.e. 7.886 mg/mL i, 7.505 mg/mL to 8.295 mg/mL
b. Harpus xnopua 99,8 % oT 95,0% 1o 105,0% ot HOMWHAILHOrO COAEPKaNt
_Qﬂm'u-werwn'ﬂ’t‘mi'} 1.2 7,886 Mi/MIL 1.¢. 0T 7,505 Mr/M1 10 $,295 mr/ma
Storage conditions AT a lemperature not exceeding 30 °C in a place protected from light. Do not freeze.

I1pu TeMIEPATYPE HE BLILIE 30°C B 3AUMLIEHHOM OT CBETA mecre. He saMopamuBaTe.
3 years

| Vesionua Xpaneiust

Shelf life (storage life)

CpoK TaHOCTH

u) | 3 rona L

ample complies with the prescribed standards of quality

Bh!ﬂli:)’liiﬂiﬂlhbﬂﬁ nﬁpa‘;cu COOTRETCTBYET \'C'[‘.]HU[H\CHMMM cradjiapTam KauceTRa

1 hereby certify that the ahave information is authentic and accurate. This batch of product has been many E luding packagi

quality control at the ab ioned site in full compli with the req of Good N facturing Prac of the Furasian Econumic Union

and the requirements for quality control of medicines and with the specifications in the Marketing Authorisation of the importing country. The batch

ing, packaging and analysis records were reviewed and found te be in compliance with GMP of the Eurasian Economic Union

HactoAnuM 8 HoATRCPAIAIO, 110 TIpHBE/EHIE BRIIC pHopMALA ARIACTCH a0cTOBEpHO 1 TONHOIL TTa CEpHs NPOLYKIHH IPOMIBE/IEHA (B IO

VIKKOBKY (MapKHPOBKY ) 1 KOHTPOL KAUECTBA) Ha BhiLIEY KO npummmcmcmlnﬁ [LIOUIANIKE B TIOTHOM COOTRETCTBHN ¢ TPEOOBAHHAMH [pasui

IIMIU’MHHL:VI le!MiBO,'lC rBennoi llpilKth'H EBPHIH“CN(\H} ',\KOHDMH‘ECKE‘I'U coosa i TFREGHHEIHIKMH KﬂHlpOﬂﬂ KauecTea JICNHPCT“CIIHI-IX Cpeacts. a

MHCH B PErHETP JOEhE CTPaNbI-HMIOpTEPa SanicH 110 POH3BOLCTRY, YIAKCBRE [
Tipasun  nan cit npnnmnnurnmnmh npaKTHE, A3HHCROI O

R TUAR Ll 71

QUALIFIED PERSON
YIIOJIHOMOYEHHOE JINLLO

and

proce

1AKKE B COUTBETCTBIN e , CO

AHAMIY NPOBCPCHBL, 1 VCTAHOBACHO X cOoOTRETETBHE T

AKOHOMIMEDKOTD COI03. | |
b 500k

QUALITY CON TROL MANAGER

MEHEJUKEP 11O KOHTPOJIO KAYECTBA

Crpannma 3 u3 3




000 «lIOHUK PAPMACBLIOTUKAI TABOPATOPU3»

KOpuandecknin agpec:

123056, r. Mocksa, MyHuUMnanbHbBIA okpyr MpecHeHcKoro BH.Tep.r.
yn. Epecrckas 2-8, fom 9, ctp.1, nom.1/M

Ten/thakc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 7703550219/771001001

OrPH 1057746834420

TloaTEepKACHAC COOTBCTCTBASA

BBOIHMOTO JICKAPCTBEINOr0 HPenapaTa TpebOBAHHAM,
VCTANOBIEHHEIM PH €ro TocyJApCTBEHHOI perncTpanun

Ne 1876 or J4. 062026

Cornacno |loctanopnenus | Ipasutencersa PO o1 31.05.2025 Ne8 L5 «O [0pasKe BEOJA B IPOKUAHCKHN
0BOPOT JTeKapCTREIIILIX CPeICT I MEAHLHHCKOTO NPHMEHEHHAY.

Tl’pl‘ﬂl{()l} HAMMUHQOBAHMC

Metporna®

[\1E7KJUHHPH,FLH(IC HCIHATCHTOBAHHOC
HAWMEHOEBAHKAC ([’pyl]HMPUB()‘-IH()U
HIH KHMI{‘H}UHUU)

MeTpoHHIa30T

JlexapcTreHHasA hopma

pacTeop Ang HEqy3Mi

Jo3upoBKa

5 Mr/mMa

DopMaA RBIYCKE

pacTsop amE HEQYIHH 5 MM
((prakon) 100 M x | (nagka KapToHHAL)

(Bce cTamiH MpoH3R0ICTRA)

Site address
Anpec npou3BoACTBEIION
MIOMANKH

Homep cepun 11X26023

ObneM cepuu 37602

Jlara Beinycka 02/2026

1 ojen a0 01/2029 (31/01/2029)

Haumenonanue u aapec Unique Pharmaceutical Laboratories (a division of “I. B. Chemicals and
MPOH3BOHTENA Pharmaceuticals Ltd.”), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400030,
India

10muk Dapmacerotuxan Jaboparopuz (Ovacncrue dupysl «JIx. B. Kemuranc
»H1 QapMacrioTikanc JIta.»), Huius

ITanam Cenrep, Kpaino “B”, 4 srax, Xuny Caiixr Poyz, Bopan, Mymbait
400030, Ueaua

Plot No. 4, Phase — IV, G.1D.C. Industrial Fstate, Panoli - 394116, Dist. Bharuch, |
India.

Yuactox Ne 4, @aza — [V, THL.ILK. Huaacrpran Hereiir, Harom — 394110,
Oxpyr bxapyd, Humng

HoMep H maTa pericTpauoEHOTO
VIOCTOBEPEHAL

TIT-Ne(D00576) -(PT-RU) ot 16.02.2022

HoMep HOPMATHBHOH JJOKYMUHTAUMH

JITT-Ne(000576) -(PT-RU) -101224

HaumeHopaHue U anpec Jepikarent
PETHCTPAIIHOHHOTO YI0CTOREPEHHA

Unique Pharmaceutical T.aboratorics (a division of “J. B. Chemicals and
TPharmaceuticals Ltd.”), India

Meelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400020,
India

[OHuk @apvacsioriran Jlabopatopms (Ornenerne dupmMul «JIk. b. Kemuxranc
o Qapmacuiordiwis JTtnw), Mg

Huam Centep, Kpsuio “B”, 4 astax, Xuna Caiikn Poyn, Bopaw, MymoOaik
400030, Unmua

C ypackeHHeM,
JlukeBuaaTop

000 «lOuaK PApPMACLHOTHKAT ;Haﬁnpam pua»

Pyaanyenxo C.B.




