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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OTJIEN KOHTPOJIA KAYECTBA

Name of the product

HaunmeHnopanue npenapara

Metrogyl® solution for infusion, S mg/mL (bottle) 100 mL x 1
(carton)

Merporua® pacteop nas uadysuii, 5 mr/ma (paaxon) 100 mo x 1
(nIA4YKa KAPTOHHAN)

Registration certificate number
and date
HGMCP W jara PGI'HUl'paLLHOHHDI'O

JITT-Ne(000576) -(PI"-RU) or 16.02.2022

YAOCTOBEPEHUA
Batch # 11X25642

Cepus Ne

Manufacturing date 12/2025 Valid to 112028
Jlata npon3socTRa I'osien no

Analytical Report Ne 17FP25003275 Date 07/01/2026
Ananuradeckui Oryer Ne Jlara

Importing country
Crpana-umnoprep

Russian Federation
Poccuiickasn Menepauus

API. manutacturer of API (Batch
No)

HaumeHoBaHHe aKTHBHOMH
cyOCTAHLKH, POH3BOIHTENE
(Cepus No)

Metronidazole - Aarti Drugs Limited, India (MTZ/25071809),
(MTZ/25082248)

MeTrponugazon - Aaptu Jparc Jlumuren, Hugua (MTZ/25071809),
(MTZ/25082248)

The analysis was carried out
according to Normative document
AHasi3 Beinonnen nmo HJL

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

Manufacturer (all stages including
Release Quality Control)
[TpouzpoanTENb (BCE CTAAHH,
BKIIIOUAS BLINYCKAIOWHA KOHTPOIL
KAYCCTRA)

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

KOunk apmacetorikan JlaGopatopuz (Otaenenne dupmsr «/Lk. b,
Kemukanc sun @apmacetotikanc Jita.»), Huaus

Site address

Aapec npou3BOACTBEHHOH
IJIOLLAJIKH

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

Yyacrok MNe 4, daza-1V, | . HJLK. Magacrpuan Mereiir, llanonn -
394116, Oxpyr bxapyy, HMuaus

Manufacturing license number
Homep npon3BoACTBEHHOM JTHLEH3HH

G/28DVLVP-9 GMP certificate No. GMP/EAEU/RU/02297-
GMP ceprudmrar Ne 2025

Storage conditions

Yenoeus xpanenus

At a temperature not exceeding 30 °C in a place protected from
light. Do not freeze.

[Tpu temnepatype ne suime 30 °C B 3aIUMIIEHHOM OT CBETA
mecre. He samopaiusars.

Shelf life (Storage life)
Cpok roasocTh (Cpok XpaHeHHs )

3 years
3 rona

Crpannna 1 13 3




QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
ITOKASATE.TH KAYECTBA PE3YJIBTATHI HOPMBI (JONYCTHMBIE IMTPEJAEJIbI)
Appearance Light yellow transparent Colorless to light yellow transparent solution
(visual inspection) solution
Ouncanne Ipospaqnsii Ilpo3pauHklii pacTBOp OT GECUBETHOIO 10 CRETIO-
(ausyanbubiil memoc) PACTBOP CBETIIO-XKENTOr0 | XKeNTOTo IkeTa

1IBETA
Identification
HaenTndpurauus e
A. Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
HPLC obtained with the test solution should correspond to the

A. Metponnnaszon
BIKX

B. Sodium

Oualitative reaction (ELU
Ph.j

b. Hatpuii
Kavecmaennan peaxyis
(DEAC)

C. Chlorides
Qualitative reaction (BP)
B. Xnopuaei
Kavecmoennas peaxyus
(hp. @)

Bruigep:kuBaer TpeboBaHNUA

Keeps requirements

BrinepxuBaet TpeGoBaHnA

Keeps requirements

BoinepixusaeT Tpebopanns

retention lime of the metronidazole peak in the
chromatogram obtained with the standard solution.
Bpe,\.m VISpAKHBaAHHA OCHOBHOI'O ITHEK"A Hial
XpaMaTorpamMme HCTIBITYEMOTQ pacTeopa  JOJAHO
COOTBETCTBOBATD BPCMECHH YACPACHBAHHA ITHKa
MCTPOHHAA30/1a  HE  XpoMaTorpaMmMe CTalaaprioro
pacTBopa.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

OfpazoBaHHe MIOTHOrO ocajika Ge10I0 UBETa € KajluA
TalﬂaHTHMﬂHHTﬂ FHC'I'BU}')UM.

Formation of white curdy precipitate with silver nitrate
solution,

Ofpasopaiine  0enoro  TBOPOKHCTOTO
PACTBOPOM cepedpa HHTPATa.

ocanka c©

pH

{potentiometric)
pH

(homenyosempuyecsut)

59

59

y

45170

or 4,5 10 7,0

Extractable volume
Hssaiekaembiii 00bem

102.17 mL
102,17 Ma

Not less than the nominal content
He MeHee HOMUHATILHOTO P

Bacterial endotoxins
BakrepnansHele
IHAOTOKCHHLI

Less than 0.35 EU per | mg
Menee 0,35 E3 na | mr

Not more than 0.35 EU per 1 mg of metronidazole
He 6onee 0.35 ED Ha | Mr merponuriazona

Sterility

(Membrane filiration)
Crepuibnoets
(wemod Memopannoi
ursmpayine)

Sterile

CTepUnkHEIi

The solution should be sterile

PBCTBDP JOJKCH OblThb CTCPHIBHBIM

Abnormal
toxicity
AHOMAILHAA
TOKCHYHOCTL

Nontoxic

Herokcuunblii

The solution should be nontoxic

PE‘LCTBOD JONAEH OBITh HETOKCHYHBIM

Particulate matter
Mexannueckne
BRJIIOYEHHHA

- Visible particles
(In-house method. Visual
inspeciion)

- BuauMele yacTHLL
(Memoduxa npouseodumens.
Busyeaenivtii memod)

Keeps requirements

Brisepanpaet Tpebosanns

In accordance with the requirements

B coorsercrsnm ¢ ‘IPCGOBGI.HH?[MH
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QUALITY PARAMETERS
MOKA3ATE/IH KAYECTBA

RESULTS
PE3YJILTATHI

NORMS (PERMISSIBLE LIMITS)
HOPMBI (AO1YCTUMBIE ITPEAEJBI)

- Sub-visible particles
(Photemelric count)

- lerniumnie vacTHiLb!
{cuemito-
pomorempuseciiy)

Particles > 10 um:
0.0 per bottle
Particles = 25 um;
0.0 per bottle

YacTuiel pazmepom = 10 Mrm:

0.0 Ha oann QuakoH

HacTuuk! pasMEpOM = 25 MEM:

0.0 na onus duiakon

- Particles = 10 pm - not more than 6000/ bottle
- Particles = 25 um - not more than 600/ bottle
- YacTuue! pazmepom = 10 Mxm - we Gonee 6000/ dnakon

- YacTuus! pasmepom = 235 mkm - ue fosee 600/ dnakon

Degree of coloration

Keeps requirements

The degree of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs

LipeTHOCTH Buizep:kupaer TpefoBanus | Okpacka PAacTROPA He JOJIAKHA NPEBLIMATL 31afoH GYs

Clarity Keeps requirements The solution should be transparent or the opalescence of

(EEU Ph.) the solution should not exceed the opalescence of the
reference solution 1

MNpospaunocts BeigepansagT TpeboBaHns Pactsop goizkeH GLITh MPO3PatHBLIM MITH ONaNecHeHIHA

(DEAIC) PACTROPA HE [0/DKHA NPEBLIIATE OMANECUeHIHIO

grajioHa |

(Crexmpogomonempusn)

Impurities 0.03 % | Metronidazole impurity A —not more than 0.15 %

HPLC 0.00 % | Any other unspecified impurity — not more than 0.15 %
0.03 % Total impurities — not more than 1.0 %

Mpumecn 0.03 % [Mpumech A MeTpoHnasona — He bonee 0,15 %

BIKX Jliobas apyras HeMAeHTH(DHUMPOBAHHAA NPHMECh — HE
0.00 % Bonee 0.15 %
0.03 % CymMa npumeceii — He Sonee 1,0 %o

Nitrites Keeps requirements Absorbance of the test solution at a wavelength of 524 nm

(Spectrophotometry) should not exceed absorbance of the standard solution

Hurpuret BuiaepkupaeT Tpedopanus OnruuecKkas IOTHOCTE HCTIBITYEMOTO PacTsopa npH

IIHHe BOJHB 524 HM  HE JOIGKHE [PEBLILATE
QNTHYECKYIO NIOTHOCTH CTAHIAPTHOIO PACTBOPA.

{rutmpLTe mpLN ecKi

1.2. 7,889 Mrimn

Assay

Koaunuecrsentoe

onpeae/ienne

A. Metronidazole 99.0 % 90.0% to 110.0% of nominal content

HPLC i.c. 495 mg/mL i.e. 4.50 mg/mL to 5.50 mg/mL

A. MeTponnaaso. 99,0 % 0T 90,0% a0 110,0% 01 HOMHHAJIBHOTO COMEPHAHHA
B : T.e. 4,95 Mr/mMa .e. 0T 4,50 Mr/ma 10 5,50 mr/mn

B. Sodium chloride 99,9 % 95.0% to 105.0% of nominal content

(Titrimeiric) ie 7.889 mg/mlL i.e. 7.505 mg/mL to 8.295 mg/mL

B. Harpus xnopua 99,9 % ot 95,0% a0 105,0% 0T HOMHHANLHOTO COACPAAHNS

r.e. ot 7,505 mr/mn 10 8,295 mr/mn

Storage conditions
YCa0RHA XPAHEHHA

At a temperature not exceeding 30°Cina place protected from light. Do not freeze.
[pu Temneparype ie Beime 30°C B 3aNIMIIZHHOM OT cBeTa MecTe. He 3aMopakuBarh.

Shelf life (storage life) 3 years
Cpok rojiHocTH
(XpaHeHHA) 3 ropa

The above sample complies with the prescribed standards of quality
Brimeykatanubii o0pasen COOTBCTCTBYET YCTUHOB ICHHbIM CTAIAAPTAM KA'CCTRA

1 hereby certifv that the above information is authentic and accurate, This batch of product has been manufactured, including puckaging/labelling and
quality control at the above-mentioned site in full compliance with the requirements of Good M anufacturing Practice of the Furasian LEconomic Union
and the requirements for quality control of medicines and with the specifications in the Marketing Authorisation of the importing country. The hatch
processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP of the Eurasian Economic Union

HACTOAIHM 5 NOATBEPIKIAD, HTO NPHEELHNAS BLINE MHDOPMAIIS SRIHCTCH A0CTOBEPHOI 1 TONHOH. 12 CepHA NPOIYKIMK NPORsBeLena (BRIIONAT
FHAKUBKY (MAPKAPOBKY) H KOHTPO/Ib KAYECTRA) HA BRIICYKAIAHHON IPOH3E0ACTICHHOR IIONA/IKE B IOTHOM COOTBETCTBHN & TpeGosamavi [pannn
HALTERANICH NPON3RD,ICTBEHHOMN NPAKTHKY EBPAIMACKOro JKOHOMIMECKOTD COK3Aa H TRCOOBAHHAMH KOHTPO. I KACCTBA ICKAPCTREHHLIN CPEICTE, &
TaKske B COOTRCTCTBIMN CO CNEL(PHKALIARMH, CONEPIKANIHMHCS B PETHCTPALIMOHHOM JIOChE CTPAHBI-MMIOPTEPA Januck 1o IPOH3BOJCTEY, YIAKOBKS H

Anwisy NpOREpEHEl, M YCTAHOBIEHO X cooTpereTsie Tpebosanmam [panun  wajiesamei  npONIBOICTBCHHOM 1PAKIHK

. |
gyt
" CONTROL MANAGER
MEHE/I'KEP o KOHTPOJIO H;’\‘Q{CTBA

AROHOMHYECKOTD CORY3A.

1£ A

QUALI

Crpanuua 3 u3 3

C
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QUALIFIED P‘l? SON
VINOJHOMOYEHHOE JTHILO

1he2 €



000 «lOHUK ®APMACBIOTUKAI NABOPATOPU3»

IOpuanyecknin agpec:

123056, r. Mockea, MyHWLUNANEHLIA OKpYT NPBCHEHCKOIC BH.TER.T.
yn. Bpecrckas 2-1, gom 9, ctp.1, nom. 1/

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

WHH/KNN 7703550219/771001001

OrPH 1057746834420

IMoaTBepsRaeNHe COOTBETCTRHA

BR03HMOrQ JEKAPCTEEHHOT0 Npenapara TpeGoBaNHaM,
VCTAIOBJIEHHbBIM IIPH €ru rucyua'g:mcnﬂoi‘[ perncTpanun

Ne 1850 ov A£Y.04.2026

Cornacno HocraHoenenus Llpasureanersa PO ot 31.052025 NeR15 «O nopanke BBoAd 8 IpakIaHCKHI
ofopOT NeKapeTBEHHBIX CPEICTR UL MEIHLIMHCKOIO IPHMCHCHHA,

Metporma *

l'oproroe HAHMEHORAHUE

MexavHapoTHOE HEMATEHTORAHHOC
[MAHMeHOBaHEe (TPYIIHPOROMHOC
HJIH XHAMIMEecKoe)

MeTporHAa30n

JlekapcTeeHHas GopMa

pacTrOp juis wEQy3Hi

Hozuporka 5 Mr/Ma
DopmMa BEIIYCEA pacTEOp AT Mdy3uit 5 Mr/MI
(thaakor) 100 Mn x 1 (manka KAPTOHHAH)
Homep cepru 1IX25642
| Obnem cepun 37762
Jara BEIIyCKa _12/2025
Tomeu oo 11/2028 (30/11/2028)

HaumcHOBaHEE B azpec
1PUH3BOIATEA
(Bce CTaIHA MPOH3BOCTBA)

Unique Tharmaceutical Laboratories (a division of “I. B. Chemicals and
Pharmaceuticals T.td.”), India

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

[0uuK Mapmacerotukal JlaGopatopns (Otaenenuc GupMel « /b, G. Kevunkanc
an71 Papmacsotikanc JIta.»), Moaua

Hunam Cenrep, Kpeino “B*, 4 atax, Xuun Caiixn Poyn, Bopmi, MymOaii
400030, Huupus

Site address
AJiptc NpoH3BOACTBEHHOM
INOMATKH

Plot No. 4. Phase — IV, G.I.D.C. Industrial Istate, Panoli - 394116, Dist. Bharuch,
India.
Vractak No 4, ®aza — 1V, T K. Menactpwan Hereiir, Ilamomr — 194116,

T B ICTI I PPy
UEPYT oRdpyh, vibiEA

Ilomep n aara perncTpalAOHHOTD
| ¥IOCTOREPEHKA

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

Homep HOpMATHBHO#H JOKYMEHTALHI

JI-Ne(000576) (PI-RU) -101224

HammMenopanue 1 agpec Aepkartend
PErHcTParHOIIHOTr0 YAOCTORSPEHHA

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

Neelam Centre, "B" Wing, 4-th Floor, TTind Cycle Road, Worli Mumbai 400030,
Tndia

TOuuk Dapmacerotnian Jadopatopus (Onueierne dupmbt «Jix. b, Kemuxanc
auy DapmaceroTakanc Jitay), Hunna

Humam Centep, Kprumo “L7, 4 araw, Xunm Caiikn Poyna, Bopim, Mynbaii
400030, Humus

C ypakemieM, {
JakBuaaTop {

000 «HOnuKk PapMaCETHKAT i]:T_aﬁ_c')pampm»

Pyannuenxo C.B.




