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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTEST KOHTPOIA KAYECTBA

Name of the product METROGYLI 100 ml bottle
(Solution for intravenous injection 5 mg/ml)
METPOTHLI™ 100 Ma paaxow
(pacTeop WIS BHYTPHBEHHOTO BRefeHHs 5 Mr/ma)
Hasganue npenapara
Registration certificate 1 N011666/01 o 07.06.2010
and date
Homep # aata PerncTpauroHHoro
YAOCTOBEpeling
Batch # 11X20327
Cepus No
Manufactured 06/2020 Valid to 05/2023
[Tpou3BeNeHo [caed no
Analytical Report N 17FP2000189 Date 29/06/2020
AnanurHueckuil Omuer Ne Hata

AP, manufacturer of API
1laHMEHOBAHWE aKTHBIOH
cyGeTaHilK, NPOH3BOAHTENL

Metronidazole USP - Aarti Drugs Ltd., India
Merpouupazon @.CLUA - Aapty Jlparc JIta., MHAAA

The analysis was carried out
according to Normative document
Ananua seinonHen no HJ

TIN011666/01-100517

Manufacturcr

(All manufacturing stages)
[1poussosuTeb

(Bce CTAIMH MPOHIBOCTBA)

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

IOnuxk @apmacsiotrxan Jlabopatopis (Otaenennc dupmbl «Jlx. B.
Kemukanc ang DapmacblOTHRANC JIrax), Unana

Site address
Azapec npoussoacTeeHiofi
TUIOAKKH

Plot Ne. 4, Phase IV, G.1D.C. Industrial Area, Panoli: 394 116, Gujarat
State, Dist. - Bharuch, India.

Yyactrok Ne 4, Qasa 1V, TUJLK. Hugacrpuat Apea, Tlasonu:
394 116, Wrar Mywxapar, okpyr - bxapy4, Unaus

Storage At temperature not exceed 30 °C protected from light. Don’t
XpaHenne frecze.
[Tpu TemnepaType HE BHILUC 30 ° C B 3amHAIIEHHOM OT CBCTA
mecte. He 3aMOpakABATE.
Shelf life 3 years
Cpok roatiocTH 3 roga

Crpannua 1 us 6




TESTS RESULTS STANDARDS
NOKA3ATEJIH PE3YJAbTATHI : CTAHAAPTGI
Description Comply with requirements A clear colourless to pale yellow solution
Oniucanne CooTseTcTsyET TpeGOBANMAM IIpo3pavysbtii pacTBOP OT GecuseTHOrO A0 CBeTAO-
AENTOro UBera
Identification
TonaHHHOCTL
A. Metronidazole Keeps requirements The retention time of the major peak in the
chromatogram of the sample solution should
correspond to peak of metronidazole in the
A. Metponmnaaion Brigepxkusaer TpedopaHHs chromatogram of the standard solution
Bpema  yaep#HBRHHA  OCHOBHOTO TNHKE Ha
XPOMATOrpaMMe HCIAITYEMOrD pacTsopa  JOMKIIo
COOTBETCTBOBATE  BDEMCHH  VACDAHBAHHA  MHK2
B. Sodium Keeps requirements METPOHHIA30NE HA XPOMATOIP4MME CTAILAAPTHOrO
pacToopa.
B. Hampuit Beaepxusact TpeGopanua Formation of dence white precipitate with solution of
potassium pyroantimonate.
O6pazoranne WIOTHOrO ocaaka Genoro Lsera ¢
C. Chlorides Keeps requirements KQHA MAPOAHTHMOHATE PACTBOPOM.
Formation of white curd-like precipitate with solution
B. Xnoprast BuinepxknsaeT Tpebobatua of silver nitrate.
OGpaiosande GEIOTO  TBOPOXHCTOTO OCanKa ¢
pacTBOpPOM cepedpa HHTpaTa.
Extractable 103.17 ml Not less than nominal (100 ml)
Volume 103,17 mn e menee HomuuansHoro (100 mn)
Hiamnexaempiii
obneM
pH 5,8 45-70
pH 45-7,0
Sterility Sterile The solution shall be sterile
CrepuasHocTh Crepunbiuif Pactsop nomien GbiTh CTEPUABHEIM
Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per | mg of metronidazole
Endotoxins He Genee 0,35 ED Ha 1 Mr MeTpoHHaasona
Menee 0,35 ED va | mr
baxTepHanbHbie
IMEOTOKCHHDI
Anomalous Non-toxic The solution should be non-toxic
toxicity Heroxkcuuun i Pacteop nonsex GbITL HETOKCHYHBIM
AHOMaTbHAR
TOKCHYHOCTS
Particulate Matter
Mexaunueckue
BRIOHCHHS Absent Particulate contamination should be absent by visual
Visible Orcytetmyor inspection
MexanHueckne BKAKUMEHHS JONKHE OTCYTCTBOBATH
Buaumuie Particles = 10 pm: NpH BUIYANBHOM KOHTpO:1E
0 per container
Invigible Particles = 25 um: Particles > 10 microns - not more than 6000 per
0 per container container,
YacTrupt = 10 MHKpOI; Particles 2 25 microns - not more than 600 per
containcr.
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TESTS RESULTS STANDARDS
MOKA3ATEJIH PEAYJLTATHI CTAHJAPTHI
Hepuanmule 0/ dnaxon
YacTHimt = 25 MHKPOH: Yacruie 2> 10 MukpoH - He Gonee 6000 /duiakon
0/ ¢naros YacTHubi 2 25 MHKpOH - e Gonee 600 /dnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GYs
L{geTHOCTR He npesbiwaeT 3tanon GYs OKpacka pacTpopa He NOMKHA NPCHLILIATE FTANOH
GYs
Clarity Keeps requirements The solution should be ciear or the opalescence of the
solution should not exceed the opalescence of
[1pospaunocTe Beiaepakusact tpeQuBaHIR reference suspension L.

Pactgop noaxeH OriTh MPO3PAiHLM HIH
ONAECLEHUNS PACTROPA KE JIOMKHA NPEBWIIATE
onanecterumHio sranona L.

Related impurities 0.02 % Tinidadazole related compound A - NMT 0.15 %
Any other unidentified impurity - NMT 0.15 %
0.06 % Total impurities - NMT 1.0 %
PoncTECHHAS npuMecs A THHMaasona — he Gonee
0.08 % 0.15 %
PonctaeHtbie Jliofas Apyrad HEHMICHTHOHUHPOBAHHAA TPHMECE —
TIPHMECH e Gonee 0,15 %
o Cymma npumeceli — ne Goaee 1,0 % ]
Nitrites Does not exceed The optical density of the test solution at a
wavelength of 524 nm shall not exceed that of the
HurpuTal He npessiiaet standard solution.
OnTHYecKan NIOTHOCTh HCMILITYEMOTO pacTnopa npH
anuHe Bonunt S24 KM HE IOMKHA NpPEBMWATE
ONTHYECKYHO TWIOTHOCTE CTAHAAPTHArO pacThopa.
Assay of 101.0 % i.e. 5,05 mg/ml 90.0 - 110.0 % of the label claim , ie. 4.5 - 5.5 mg/m}
Metronidazole 90,0 - 110,0 % OT HOMHHANBHOTG CONEPKAHHA,
KonnuecTseHHOE 101,0 % T.e. 5,05 Mrimn 1.6.4,5- 5,5 Mr/mn
COOCPHAHKC
MeTporKaaona

Assay of Sodium
chloride
KonHuectnennoe

100.8 % i.c.7.967 mg/ml

100,8 % T.e. 7,967 mr/mn

95.0 - 105.0 % of the label claim,
i.e. 7.505 — 8.295 mg/ml
95,0 - 103,0 % OT HOMHHAJILHOFO COACPAAHNA,

coaepkaHne T1.8.7,505 ~ 8,295 Mr/ma

Harpua xnopuaa

Pack Solution for intravenous injection Solution for intravenous injection $ mg/ml.

YmaKkoBKa 5 mg/ml. 100 mL in a low density polyethylene vial. One vial
100 mL in a low density polyethylene | wrapped in cellophane along with the package insert
vial. One vial wrapped in cellophane | are placed into a cardboard box.
along with the package insert are placed
into a cardboard box.

PacTBOp AN BHYTPHBEHHOTO BBCACHHA PacToop /A BifyTPHBEHHOTO BBEJEHNS 5 MT/MIL
5 Mr/ma. Mo 100 M BO (AAKOH M3 NOAHITHACHA HH3KOR
Mo 100 mn 8o GnaxkoH W3 NOTHITWICHA | IVIOTHOCTH. | daaxon B uewnodarosol obepTke
HMsKoH  ruioTHocTH. | quakod B | NOMEWAT B KADTOHHYI0 MNaiKy BM&TE C
uennodaxosoli  obeprke  noOMeWEH B HHCTPYKUMEl N0 NpHMEHEITHIO.
KAPTOHHYHO MEYKY BMECTE C HHCTpYKuielt
no llpPlMEHSHH!O.
Labelling On a vial label in Russian is Specified: Specify on a vial label in Russian: trade name with
Mapkuposka trade name with waming marking ®,|warning marking ®, international non-proprictary

international  non-proprietary  name,
pharmaceutical  form,  concentration
(mg/mL), namc and content of active
substance per 1 mL, list of excipients,
product volume per vial, “Sterile”,
cautionary waming “Allention: cven
invisible damage of the plastic vial during

name, pharmaceutical form, concentration (mg/mL),
name and content of active substance per 1 mL, list of
excipients, product volume per vial, “Sterile”,
cautionary warming “Altention: even invisible damage
of the plastic vial during storage or transportation can
cause product contamination. Don't use, if pressing
the vial causes leakage or the vial content is not clear.




TESTS
MOKA3ATEJH

RESULTS
PE3YJBTATDI

STANDARDS
CTAHJIAPTBI

storage or transporiation can cause
product contamination. Don't use, if
pressing the vial causes lcakage or the
vial content is not clear. Return the vial

for replacement!”, storage conditions, |

number of manufacturing license, «® -
wrade markn, batch number, date of
manufacture, date of expiry, manufacturer
name and address. Additionally specify
manufacturer’s logotype in English.
Additionally puckage element code is
specified.

The vial has casted indicative scale and
inscription “UNIQUE™.

Ha sruketke Gnakoia Ha PYCCKOM A3LIKS
yKa3alo;  TOPrOROE  HAIBAHHE  C
npeaynpeauTensHoii  Mapkupopkoil  ®,
MEE Ly HAPOIHOS HeNATEHTORAHHO?
HAIBRHUE, neKapcTrexHas  opma,
KOHUeHTpaumio (B MI/MIT), Ha3BaHMHE H
KONHYECTBO aKTHBHOTO Bewectsa B 1 M,
nepeueHL  BCTIOMOTHTCNBHBIX  BEUIECTR,
obneM  npenapata  BO  (makowe,
«CTepribHon, NpeaynpeanTenhHas
HannHee «Buumanne: Hawe Hesnaumoc
MOBPEKACHHE ILIACTHKOBOrO (uiakona so
BpeMA XPAHEHHR WIH TPAHCROPTHPOBKH
MoWer OGuTh NpPHUHHON  JATPAIHEHUA
npenapara. He ucnonwiyiite, ecnu npu
HakaTuH Ha daakon oGHapYXHBAETCA
yTeuka WM COZEpKHMOE duiakowa
Henpospausoe. Bo3ppatute ¢uiakon ana
3aMcHbi!», YCAOBHA XpPaHeHHA, HOMeEp
NPOH3IBOACTBEHHOR  AHUeHIHH, «® -
ToBApHBIH  3HAK», HOMCD CepHH,
NpOW3BEEHO, [ONEH /0, HAIBAHHE ©
ajapec QHPMBI-NPOHIBOAHTENA.
JonoauuTensHo Ha aHrauickoM A3sike
YKa3aH 101oTHN QUPMbI-NPOHIBOIHTES.
JlononHuTEALHO yKalaH KoJ,
YNAKOBOYHOTO ICMEHTA.

Ha ¢nakoHe METONOM JIHTeR HAHECEHA
OPHEHTHPOBOUHAA IOKANG M HAANKCE
«UNIQUEMR.

On a carton in Russian is specified: trade

name with waming marking ®,
international  non-proprictary  name,
pharmaceutical  form,  concentration

(mg/mL), composition per 1 mL, product
volume per vial, “Sterile”, cautionary
warnings: “For intravenous administration
only”, “Keep out of the reach of
children”, “Don’t use after the expiry
date”, “Find enclosed instructions for
use”, “Attention: even invisible damage
of the plastic vial during storage or
transportation  can  cause  product
contamination. Don't use, if pressing the
vial causes [eakage or the vial content is
not clear. Return the vial for

Return the vial for replacement!™, storage conditions,
number of manufacturing license, «® ~ trade markn,
batch number, date of manufacture, date of expiry,
manufacturer name and address. Additionally specify
manufacturer’s logotype in English.

- Additionally specify package element code (package

element code application place depends on technical
specifications of manufacturing lines).

Alphanumeric and graphic version designations
(technical information) may be applied for
identification of packaging material. This information
may be absent as well.

Technical information may vary depending on
production hatch, printing and packaging equipment
used.

The vial has casted indicative scale and inscriplion
“UNIQUE”.

Ha 3TukeTKe IaKOHa HA DYCCKOM A3BIKC YKAIHIBAIOT:
TOproBoc HalBaHWe ¢ npeaynpeaMTenbHol
Mapkuposkol ®, MEKAYHAPOAHOS HEMATEHTOBAHHOC
HAlbaline, NCKAPCTBEHHYIO GOPMY, KOHUCHTPALHIO (B
MI/MJL), HA3BAHHUE i KOMHMECTRO AKTHBHOMO BELLECTBE
B | M1, népeyeHb BCNOMOTATENBHLIX BEWECTs, 00bEM
npenaparta BO ¢nakone, «Crepunnuon,
NpeAYNpeaMTEIbHY) HaNHCh «Buumanue:  Jlawe
HCBHAMMOS MOBPERIEHHE NITACTHKOBOrO (MIaKOHa BO
BPCMA XPAHEHHA WITH TPAHCIIOPTHPOBRKH MOWKET ObITh
npuuMHoll 3arpasuenus npenapara. He nenonsayfite,
eCNIH NPH HAKATHH Ha nakoH oGHAPYKUBAETCR
yTeuka WIH CONCPKHMOE duiaKoHa HEMpo3payloe.
Bo3pparuts QuiakoH 1A 3ameHetly,  yCnoBuA
XPQHCHHS, HOMEP TIPOH3BOACTBEHHON nuueHINH, «® -
TODAPHRIF IHAKY, HOMED CEepPHH, NPOH3BEAEHO, FOIeH
40, HRIBAHWE W anpec  (UPMbI=NPON3ZBOAUTENA.
JIONONHHTENBHO HA AHIANACKOM R3bIKE YKAIBIBAIOT
NOroTHN HUPMbI-NPOH3DOAHTENA.

JononHHTENLHO  YKA3LIBAIOT  KO4  YMAKOBOUHOIO
ajieMenTa (MECTO HAHECGHHA KOJA YNAKOBOYHONO
IEMENTa 3JABHCHT OT TEXHHYECKHX NAPAMCTPOB
NPOHIBONICTBEHHLIX JHHHMI).

BO3MOXHO NaHeceHHe OykeeHHO — UHPPOBLIX M
rpapuueckux obGolnauenuit pepcud  (TexHuuCCKas
uuopMauKs) NS WICHTHOHKALMH YNAKOBO'HOrO

Marepuana. Tak Ke  HAHECEHHE  MOXET
OTCYTCTBOBATE.

Texuuueckas HHQOPMALHA  MOWET MEHATLCA ©
3aBUCHMOCTH  OT  TPOH3BOACTBECHHOR  CEpHH,
HCMONBIYEMOrD  MEYATHOrO M YNAKOBOYHOTO
oGopyaosanus.

Ha  dnaakome  metomoM  JHTLA  HAHecewa

opueHTUpOBOYHES WKana ¥ Haanuch « UNIQUER.

Specify_on a_carton in Russian; trade name with
warning marking ®, international non-proprietary
name, pharmaceutical form, concentration (mg/mL),
composition per 1 mL, product volume per vial,
“Sterile”, cautionary warnings: “For intravenous
administration only”, “Keep out of the reach of
children™, “Don’t use afier the expiry date”, “Find
enclosed instructions for _use”, “Aftention: even




TESTS RESULTS STANDARDS
MOKA3ZATEJIH ~_ PE3VJLTATHI CTAHJAPTHI
replacement!”, pharmacy selling terms, | invisible damage of the plastic vial during storage or
storage conditions, number  of | transportation can cause product contamination. Don't
manufacturing license, «® - trade mark», | use, if pressing the vial causes leakage or the vial

number of registration certificate, batch
number, date of manufacturc, date of
expiry, manufacturer name and address,
bar code.

Additionally trade name with warning
marking ®, intemational non-proprietary
name, pharmaceutical form, concentration
(mg/mL), manufacturer’s logotype in
English is specified.

Additionally package element code is
specified.

Ha kaprounoit nauke Ha pycckom fabike
YKkaiaHo:  TOproBoe  HasBaHWe ¢
NpenynpeanTensHoli  Mapkuposkod @,
MEXYHAPOIHOE HeMaTCHTOBAHHOE
HA3BAHUE, JNIEKAPCTBEHHAR dopma,
KOHUEHTpaUHIC (B Mr/Ma), cocras Ha |
mn, obvem npenapata Bo QuiakoHE,
«CrepHnsHon, npeaynpeanTentHe
HaamucH: «Tonbko Ang BHYTpHBEHHOrD
BBCACHHA», «XpaHWTL B MECTax,
HeAOCTYRHBIX  ana  jwred»,  «He
HCMONBL30BATL MOCAEC HCTEYSHHS CpoKa

POJAHOCTHY, «HHucTpyKUna no
NpHMEHEHHIO HaXoAHTCS BHYTPH
YNAKOBKHN®, «Bunmanne:  [Jawe

HEBHAWMOE MOBPEKACHHE MNACTHKOBOID
hnakosa RO Bpems  xpaHeHMs Wik
TPRHCNOPTHPOBKY MOEET ObiTE
NpUYMHOH 3arpa3uenus npenapata. He
HCIoAbIYHTE, ecaH NPH HAXKATHH Ha
Gnakon 0GHapykHDAETCH yTeUKa MAH
coneprnmMoe  quiakoHa  HempospauHoe,
Bosppatite  dnakon s 3aMennlly,
YCIOBHA OTMYCKa M3 arnmek, YCNORHS
XPAHEHHUA, HOMEpP TMPOHUIBOACTBEHHON
JHUEHIHY, «® - ToBapHLI IHAK?, HOMED
PETHCTPALIHOHHOTO YIOCTOBEPEHHA,
HOMED CepPHH, NPOH3BEAEHD, [OJEH 10,
Ha3BAHHE H agpec (HpMLL-
NPOHIBORHTEIIN, IWTPHX-KOA.
HONONHUTENLHO HA AHITIHHCKOM wihiKe
YK43aHO.  TOPIOBOE  HA3BAHME C
npepynpeanTensHoit  mapkupoekoh  ®,
MEXAYHAPOAHOC HENATEHTOBAHHOE
HajBaHHe,  NEKAPCTBCHHVIO  iopmy,
KOHUcHTpawo (8 mg/ml), nororun
GHPMBI-NPOMIBOAKTEN.

content is not clear. Return the vial for replacement!”,
pharmacy selling terms, storage conditions, number of
manufacturing license, «® ~ trade marky», number of
registration certificate, batch number, date of
manufacture, date of expiry, manufacturer name and
address, bar code.

Additionally specifv trade name with warning
marking ®, international non-proprietary name,
pharmaceutical  form, concentration  (mg/mL),

manufacturer’s logotype in English.
Additionaily specify package element code (package
element code application place depends on technical
specifications of manufacturing lines).

Alphanumeric and/or graphic version designations for
identification of packaging matcrial may be applied on
outer and inner package flaps. This information may
be absent as well,

Technical information may vary depending on
production batch, printing and packaging equipment
used.

Ha KapToHHo# nauke Ha PYCCKOM S3HIKE VKAIBIRAKIT
TOProBoe  Ha3BAHHE € mpedynpelHTenbHol
MapKrpoRKOH ®, MEKAYHAPONOE HENATEHTOBAHHOE
HA3BEHHE, NEKAPCTHEHHYIO GOPMY, KOHLGHTPALHI (B
mrfmn), coctam Ha 1 Mn, ofvem npenapata Bo
faakane, «CTepUABLHOY, NpeynpeanTeNbHbIE
HaanHcH: «Tonbko AN BHYTPHBEHHOTO BBEIEHMA®,
«XpaHuTh B MECTax, HCAOCTYNHBIX ANA feTe, «He
HCMONB30BATE MOCHE HCTEHCHWS CPOKA TOSHOCTHY,
«MIHCTPYKUHA NO NPHMCHEHMIO HAXOLMTCA BHYTDH
YNAKOBKHY, «Buumanne: Jlawe  Hesugumoe
NOBPEHNEHHE NNACTHKOBOTO (JIAKOHA BO BpPEMA
XPaHEHHX HOH TPAHCMOPTHPOBKH MOXET OhiTh
NpH4HHOR 3arpa3HeHus npenapata. He ucnoassyfre,
CCAH NPk HIKATHM HA Gnakon oOHapyxmusaercs
yTeuka WiH cojepxumoe (nakoHa HenpospawHoe.
Bo3epaTnTh (MiaKOH 1A 38MCHSI!S, YCNOBHR OTRYCKE
H3 arrek, YCNOBHA XPaHeHHs, HOMep
APOHIBOACTBEHHON AMUCHIHH, «® - TosapHLIl 3HAK,
HOMEP DErHCTPALMOHHONO YAOCTOBEPCHHA, HOMEp
CCPHH, NMPOM3BCACHO, FOACH 110, HAIBAHWC M ampec
GHPMBI-IPOH3BOAMTENS, LITPHX-KOA,

JIONONAHKTENEHO HA BHMAMACKOM A3LIKE YKAILIBAIOT:
TOpropoe HaIBalHe c npenyfnpeanTebHOH
MAPKHPOBKOA ®, MEWAYHAPOMHOE HEMATEHTOBAHHOC
HA3BAHHE, NEKANCTBCHHYIO QOpMY, KOHLUEHTpauuo (B
mg/ml}, NoroTHI GHPMK-NPOHIDOIHTEAN,
HonosuurensHo  yxasbBAOT KOA  YNAKOBOYHOroO
MEMEHTa (MECTO HAHECEHHA KOJA YMaKOBOYHOIO
3MEMEHTAa  3ABHCHT OT TEXHHYECKMX TapaMeTpos
MPONIBOACTBEHHLIX AHHUH),

BoamokHo Haxecenue GYRREHHO — undipossix WLl
rpaduucckux o6o3HaueHHH BEPCHH ans
HAEHTH(UKALHK YNaKOBOYHOTO Marepuana
HAXOMALUHECH HA BHELIHHX H BHYTPEHHMX KlanaHax
YNAKOBKH. TaK %e HAHSCEHHE MOXKET OTCYTCTROBATE.
Texuuueckas HHOODMALHA  MOKET MCHATHCA

{Mrraana & ea £



Storage
conditions
Yenorun
XPAHCHMR

Shelflife

At temperature not exceed 30 °C
protected from light. Don't freeze,
Ipu Temnepatype He prime 30°C a
3AMHIEHHOM 0T cBeTa MecTe. He
IAMOPUKHBAT.

__| oGopynosanms. )
At temperalure not exceed 30 °C protected from light.

TESTS RESULTS STANDARDS
NOKA3ATEJH PE3YILTATHI _ CTAH/IAPTBI )
Honoauuteisuo YKazaH KON | S4RHCHMOCTH  oT NPOHIBOACTBEHHOA  cepuu,
YMakogOuHorn 3eMenTa. HBHO."Ib]}'UMOFO neyarsoro H YIIAKOBOYHOTO

Don't freeze,

Tpu remmepatype e purme 30 © C 8 sawmmennom or

¢seTa mecte, He 3amMopausars,

3 years

[Cpok ronnoctys

3 rona 1

3 years
3 rona

The above sample complies with the prescribed standards of quality

Buimeykazamii obpaszen COOTBUTCTBYET YCTAHORNEH Hb

Crpannna 6 u3 6

M CTAHASPTAM KayecTRa

-

T o

QUALITY CONTROL MANAGER

MEHEDKEP 110 KO




