S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HanmeHnoBaHue npenapata

Batch no./ Homep cepin

Amount of preduct per batch /
Pazmep cepun

Date of Control / Jara anannza

Manufacturing date / laTta
NPOH3BOACTRA

Expiry date /lata okoH4anns
CpPOKA rOJHOCTH

TESTS / [IOKA3ATEJIHA

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJA®, nuohrau3at 4151 NPUroToBIeHHA PacTBOpa Als

HHBbeKNHiT, 20 MT
221.18621A

41.250,000

12.2022
12.2022

11.2025

SPECIFICATIONS / HOPMBEI

RESULTS/

PE3YJBTATBL |

hAppearance / Onucanne

Yellow with greenish tint lyophilized powder. /
Juodmnu3upoBaHHbIH  NOPOINIOK  KENTOro ¢
3eJIEHOBATRHIM OTTEHKOM [IReTa.

Identification / IlogamnaHoCTE

Complies / CooTseTcTBYET

~ Tenoxicam by HPLC/
Tenokcuram {BIXKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Y-
crexmpohomorMempuiecKiil)

The retention time of tenoxicamn peak in the
chromatogram of test solution should correspond
to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances”, determination of single impurities
and total impurities (254 nm)). / Bpems
VICPHHBAHUA MHKA  TEHOKCHKaMa  Ha
XpoMarorpamMme HCIBITYEMOTO pacTBopa
TOOIDKHO COOTBETCTBOBATE BpeMeHH
VACPKHBAHHS NMKa  TeHOKCHKaMa  Ha
XPOMaTOTpaMMe CTaHJIAPTHOTO pacTBopa (CM.
«PoxcTennbIe MPHMECH, onpeneneHne
¢/MHMYHBIX TPHMECeH M CyMMbl NpMMECei
{254 nM)).
UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 £ 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam™ test). / Yd-cmextp
MOTAOILESHHA HCIIBITYEMOTO pacTBopa,
OPHIOTOBICHHOTO U KOJIMYECTBEHHOIO
ompeneneHud, B obractu or 230 aM 1o 400 am
OOKEH HMETh MAKCHMYMBI NPH JTHHAaX BOJH
257 + 2Hm, 285 = 2um u 368 £ 2HM (oM,
«KoMHYecTBEHNOE ONPEENIeHHE TEHOKCHKAMay ).

Complies / CooTeeTcTBYET

Complies / CooTBeTCTBYET
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RHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJ/IM3A

TESTS  MOKA3ATEJHA

SPECIFICATIONS f HOPMBI

RESULTS/

PE3YJBTATHl |

Sodium metabisu_lﬁte /
Hampua memabucyavhum

Dissolving time / Bpema
PACTBOPEHHS

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJEHHOI'® pacTBopa

The retention time of Sodium metabisulfite peak
obtained in the chromatogram of the test solution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpemsa yaepxupanps nuka
HATpHs MeTaOHCYIB(GUTa Ha XpOMaTOrpaMMe
HCTIBITYEMOTO pacTBopa TOJKHO
COOTBETCTBOBATE BPEMEHH YIOeDKHBAaHMA IHKA
HaTpHa MeTabucymstuTa Ha Xpomarorpamme
craHaapTHoro pactBopa (em. «KomHgecTBeHHOS
omnpedecHHe HATPHA MeTaDUCYNB(HTAY ).

Complics / CooTBeTCTBYET

| Not more than 60 seconds. / He Gonee 60
CEKYHIL.

of undissolved particles and visible particulate
matter. The solution should be clear. / lIpenapat
TOIKEH PACTBOPATHCA MOIHOCTHIO c
OTCYTCTBHEM HEpacTROPeHHBIX wacTHl, 6e3
BUAHMBIX MEXaHHYeCKuX BIMIouennit. Pacrsop
JoJDKeH GBITh IPO3paTHEIM.

Solution clarity /
ITpo3zpa4HOCTh PACTBOPA

" Solution Color /
1IBeTHOCTb pacTBOpa

The product solution should be clear. / PactBop
TipeniapaTta I0JDKeH OBITh NPO3PadHbiM.

The product should dissolve completely without .

29 sec / 29 cek

Complies / CooTBeTCTBYET

Complies / CooTBCTCTBYET

| The product solution should not be more

intensively colored than the reference solution
GY ./ CreneHp OKpacku pacTBOpa IIperiapara He
JIOIKHA TIpeBsIatTs 31anos GY.

Complies / CooTBeTCTBYET

pH

| 7.5t010.0. 0Ot 7,5 70 10,0.

9.3

Particulate matter / MexanuuecKne BRIOYMEHHS

Visible particles /
Budumuie wacmuyer

Subvisible particles /
Hesuoumole yacmuywl

=10 pm particles/
Yactun pazMepom > 10 MkM

>25 um particles/
Yacrun pazmepoM = 25 MkM

| Should be absent/ JTo/DKHBI OTCYTCTBOBATE

Not more than 6000/viat; /
He 6omnee 6000 va dnakon;

Not more than 600/vial. /
He 6onee 600 va duakon.

Absent /OTcyTCTBYIOT

71/ vial
71 / pmaxon

0/ vial
0/ duraxon
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RHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / TIOKABATEJIH ] SPECIFICATIONS / HOPMBI ] RESULTS / PE3YJAbBTATHI
Related substances / PorcTBenHBIe IPHMECH .
2-aminopyridine / Not more than 0.5 %; / He 6onee 0,5 %,; | Below LOQ (LOQ=0,05%)/
2-aMHHOTIUPHINH Hipke mpegena KOMTHHEeCTBEHHOTO

= 9,
Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 %; onpezcienus ([TKO = 0,05%)

Enuninas Below LOQ (LOQ = 0,05 %) /
HCHJICHTH(PULIMPOBAHHAA [IPHMECh Hmxe npenena KOMHYECTBEHHOTO

Total impuritics / Not more than 1.0 %. / He Gonee 1,0 %. onpeaencans (ITKO = 0,05%)
CymMma npumeceit

Below LOQ (LOQ = 0,05 %) /
Hioke npesena KONHMECTBEHHOTO
onpeaenenns (IIKO = 0,05%)

| Uniformity of dosage units / | The Acceptance value (AV) should be not AV=1.9 (n=10)
OaropoaHoCTh JO3HPOBAHNA more  than 15.0. /  Ilokazarens
npuemMneMoct (AV) momked ObIThH He
Oomnee 15,0,
Water /Bona | Not more than 3.0 %. / He 6onee 3,0 %. 1.2 %
' Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / < 0.128 EU/mg / —
| BakTepHaJbHbI¢ YJHAOTOKCHHE] He Gonee 1 E3/Mr TeHokcukama. <0.128 E3/ mr
Sterility /CTepHILHOCTE Should be sterile. / [Homken ObITs Sterile / Crepmen

CTEPHIILHBIM.

Assay / KonHuecTBenHOE onpeneTeHHe

Tenoxicam / Tenokcuram 90.0% to 110.0% of CisHiiN3048;
(tenoxicam) of label claim. / Ot 90,0 % 1o 98.7 %
110,0% CisHiN204S: (TeHOKcHKaMm) OT e
HOMHAHA/IBHOTO COTEPyKaHHA.

Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite

Hampun memabucyshum of the label claim. / Ot 85,0 % 1o 110,0 % 101.0 %
HaTpHA MeTa0ucyab$HTa 0T HOMHHAIBHOIO i
COEpIKaAHMSI.
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€S
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

TESTS / TIOKA3ATEJN

SPECIFICATIONS / HOPMbI B

RESULTS /PE3YJBTATEI

l

Package / YnakoBka

| Primary package

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[TepBruHas Y TAKOBKA

[To 20 Mr TeHokcukaMa Bo (IakoH U3

OecLBETHOTO CTEKNA THH I,
YKYIOPEHHEIH npoGKoii H3
OpoMOyTHIOBOH  pe3MHBL,  obOxaroi

ATHMHHHACBBIM KOMTIAYKOM ¢ KOHTPOJICM
MEPBOrQ0 BCKPBITHA H [UIACTHKOBBIM

Primary package
20 mg of the tenoxicam in a colorless

glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[MepBHYHAasA v 1AKOBKA

IMo 20 Mr TeHOKCHKaMa BO (IIAKOH U3

OeciBeTHOTO CTEKIA THIL I,
YKYNOPEHHBIH npobkoii w3
OpoMOyTHIIOBOH  pe3WHEL,  obkaroit

ANOMHHHEBEIM KOJINAYKOM € KOHTPONEM
MEPBOTC  BCKPBHITHA H IUIACTHKOBBIM

JIFICKOM TOBEpPX ANIOMUHUEBOTO | JHCKOM MOBEPX ANFOMHHHEBOTO
'KOJIMTa4Ka. KOIMayKa.
Shelf-life/ Cpox ronaocTn 3 years. / 3 rona.
KIT / KOMILIEKT
TESTS / TIOKA3ATEJIH SPECIFICATIONS / HOPMEI RESULTS / PE3YJBTATEI
Kit package / ¥Ynakoska  Secondary package Secondary package
KOMILEEKTA 3 vials with the medical product and 3

1 vial with the medical product and 1
ampoule with the solvent in a polyvinyl
chloride cassette.

3 vials with the medical product and 3
ampoules with the solvent in a polyviny!
chloride cassette.

1 cassette with the patient information
leaflet in a carton pack. /

BropruHag Y TIaKOBKa

Tlo 1 ¢makony c¢ mnpenapatoMm u |1
aMIYJIc ¢ PACTBOPHUTENEM NOMEILAOT B
KacceTy M3 NONHBUHIIXIOPH/IA.

Tlo 3 ¢nakoHa ¢ IpenapaToM H 3
aMITyNE] ¢ PacTBOPHUTENEM NOMEILAIOT B
KACCETY W3 MOJIMBHHIIXIOPUIA.

1 kacceTy BMECTe ¢ HHCTPYKUHEH 10
MPUMEHEHHI0 TOMEWAT B TMAuKy

KAPTOHHYIO.

ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

BropuuHas ynakoeka

Mo 3 ¢nakoHa ¢ mnpenapatoM u 3
AMIIYABI ¢ pacTBOpUTENieM TIOMEILAoT B
K4cceTy ©M3  MONHBHHHIXNOpHZZA. |
KacceTy BMECTE ¢ MHCTPyKIMeH o
NPHMEHCHHI) [OMEIIAIOT B TAYKy

KapTOHHYO.
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SHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJMN3A

Labeling/ MapkupoBka

According to the ND. / B cootserctenn | Complies as prescribed / CooTseTcTRyeT
¢ HOPMATHBHOI TOKyMeHTaLHEH, TpeGoBaHHAM

 Kit storage /
XpaHeHHe KOMILIEKTA

For confizuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

In the original packaging {a vial with medical product and an ampoule with solvent
in the carton), at temperature below 25 °C. /

Jing ynakoBki 1o | ¢uiakoHy ¢ UpenaparoM 1 1 aMIyie ¢ pacTBOPHTENIEM B
Kaccere:

B opHr¥HANGHOM yakoeke (DAaKOH ¢ IIPETIapaToOM H aMITy/1a ¢ PacTBOPHTENEM B
Ma4Ke) Py TeMiepaTtype He Beaug 25 °C.

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

Jlns vIaKOBKH 110 3 (UIaKOHA C MPenapaToM d 3 aMITvJiibl C PACTBOIHTENIEM B
Kaccere:

B opHruHANBHON ynakopke (§akoHsl ¢ IPENapaToM H aMITyJIEl ¢ PACTBOPHTENEM B
Mayke) Ipy Temreparype He Benme 25 °C.

Kit shelf life /
Cpok rogHOCTH KOMILIEKTA

human use. / 3 roga. CpoK refiHOCTH KOMIUTEKTA OTPEISIAETC CPOKOM IOQHOCTH
JAEKAPCTBCHHOTO TIPENAPATa A MEIHIMHCKOrO IPAMEHEHHS.

3 years. The kit shelf-life is determined by the shelf-life of the medical product for

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-160721. /
Cepnsa cooTBeTCTBYET TpeBOBaHHAM HOpMaTHBHOTO NoKyMenTa JIC-000295-160721.

Mlolwes Rue
CUYSENTA

Sa A
o e

St
2312(2017
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®
ERGENSENTI

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanMeHoRaRHe npenapaTa Bopa pjisi MHbEKOMIi (PacTBOPHTEJIb)
Batch no./ Homep cepnn 22H9
Amount of product per batch / Pazmep ;90008
cCpHH
Date of Control / TaTa anaauza 10/2022
Manufacturing date / Jata npousBogcTea :  08/2022
Expiry date /{aTa okoHYaHHS cpoKa o 0772027
TOAHOCTH
Water for injections (solvent) / Boga aja mHbexunii (pacTBopuTes)
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI

' Description /Onucanme

RESULTS / PE3YJILTATEI

Clear, colourless liquid without odor. /
[Tpospadnas GecliBeTHAS XXHIKOCTE Oe3
3afaxa.

Visible particles /
Buoumeie yacmuyst

Sub visible particles /
Hesudumvre wacmuysl

=10 um particles /
yacTul pazmepoM > 10 MM

>25 pum particles /

YACTHI[ PA3MEPOM = 25 MKM
Acidity and alkalinity /
KucaoTHOCTE H IEI0WHOCTD

Particulate matter / Mexanadeckne BKIAWYEHHSN

Should be absent. / JJomKHE! OTCYTCTBOBATS.

Complies / CooTBETCTRYET

Absent / OtcyTeTBYIOT

Not more than 6000 particles per ampoule; /
He 6oxee 6000 Ha ammymy;

Not more than 600 particles per ampoule. /
He Gonee 600 na aMmyy.

Test sample should pass the test. /
HcneiTyeMbiii 00pasen A0IKeH BELIEPKABATE
HCTIHITAHHE.

Reducing substances /
BoceranaBauBarmee
BelIECTRA

Test sample should pass the test. /
Henuityemelii odpasel JOIKEH BELASPKABATD
HCTIBITAHHE.

Complies / CooTReTCTBYET

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepona AHOKCHA

Chlorides/ XJiopHabl

No turbidity should be observed within 1 hour.
/ He pomxHO OBITH NOMYTHEHHA B TEUEHHE
1 yaca.

Complies / CooTBeTCTBYET

| Not more than 0.5 ppm. / He 6onee 0,5 ppm.

<0.5 ppm

Nitrates and Nitrites/
HurtpaTbhl H HHTPHTBI

Sulphates / CynngaTni

Not more than 0.00002 % (0.2 ppm). /
He Gomnee 0,00002 % (0,2 ppm).

- No turbidity should oceur within not less than

[ 1 h./B TeyeHue He MeHee 1 uaca He AOIKHO
HaONICAATECSA NOMYTHEHHE.

<0.00002% (<0.2 ppm)

Cm?lplics / CooTBeTCTBYET
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Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIM3A

TESTS / MOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS /PEIYJBTATH

Ammonium / AMMoOHRIH

Not more than 0.6 ppm. / He 6ouee 0,6 ppm.

<0.6 ppm

Calcinm and magnesium /
Kanuumii 1 Mmarumii

Pure blue color should be observed {(without a

| violet hue). / Jomxro Habm0AaTECA YHCTO

cAHee okpamraBanue (Ge3 duoneroboro
OTTEHKA).

Complies / CooTBeTCTRYET

Heavy metals/ Trxeanie
MeTAJLILI

Residue after evaporation /
Cyxoii ocTaTok

Not more than 0.00001 % (0.1 ppm). /

| He 6osnee 0,00001 % (0,1 ppm).
| Not more than 0.004%. / He Gonee 0,004%._

<0.00001 % (<0.1 ppm)

Conductivity /
DNeKTPONPOBOAHOCTL

Not more than 25 pS/cm. /
He Gonee 25 MxCn/cm.

Extractable volume /
HisaekaeMplif 00beM

Bacterial endotoxins /
BakTepnajnHbie 3HT0TOKCHHLE

injections. / He Gonee (,25 EQ/Mn Boaer nns
HHBEKIHH.

Sterility / CrepuiibHecTh

Should be sterile. / TonxHa OLITE CTEPUIBHOMN.

Packaging / Ynaxoeka

Shelf-life / Cpok roanoCcTH

Assessment: / 3aKmoucHHE:

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /

[leppHuHas vIIAKOBKA

TMo 2 mMn pacTeOpHTeN (BOAA ANA MHBCKIMH) B
amnyny H3 GecuperHoro crekna, Tuil I. Ha
HaHeceHa TOYKR

BEPXHEH UACTH AaMIyJibl
pa3noMa OPalKeRoro UBETA.

5 years. / 5 ner.

0.001 %
8 uSiem./ N
8 MxCm/cm.
Not less than label claim (not less than 2 ml). / 2ml/
He Menee nomusaneHoro (He MeHee 2 MII). 2 Mn
| Not more than 0.25 EU/mL of water for <025EU/mL/
<0.25EJ/Mn

Sterile / CTepuntao.

Primary pack;ge
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
[Teprr9HAA YIIAKOBKA

Mo 2 mn pacreopaTtens (Boja A
HHBEKUHH) B aMIyny — M3
OecneetnHoro c¢rexma, THn I Ha
BepXHEH YaCTH aMIyllbl HAHECEeHA
TOUKA PasoMa OpaHkeBOro [IBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBercTBYeT TpeboraHuAM HopMaTHBHOrO Jokymenta HC-000295-160721.

Ali Ethemoglu
Quality/Control Supervisor

CRPENSENTA

s

—®
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®
BLGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmenoBanue npenaparta Boja ana HHbeKUHMil (pacTEODHTEIB)
Batch no./ Homep cepnn 22H11
Amount of product per batch / Paamep : o 89292
cepaH
Date of Control / JaTa ananunza 10/2022
Manufacturing date / laTa npomsronerea @ 08/2022
Expiry date /laTa okoHYAHHA CPOKA 072027
TOAHOCTH
Water for injections (solvent) / Boga a5 nHbeKIHil (PacTBOPHTENL)
TESTS / TIOKA3ATEJN SPECIFICATIONS f HOPMBbI

Description /Onncanne

Clear, colourless liguid without odor. /
[po3paynas GeclBeTHAS XKHIKOCTE O3
3amaxa.

Particulate matter / MexannyecKHe BKIWIeHHAS

Visible particles /
Buoumeie vacmuyot

Sub visible particles /
Hesuoumnie yacmuyr

>10 pm particles /
yacTUl pazMepoM = 10 MxM

>25 um particles /
JacTHL, PA3MEPOM = 25 MEM

Acidity and alkalinity /
KncaotHoeTh ¥ IeT0YHOCTE

Should be absent. / JIomKHEL OTCYTCTBOBATS.

RESULTS / PE3YJbBTATEI
Complies / CooTpeTcTBYET

Absent / OteyTeTBYI0T

Not more than 6000 particles per ampoule; /
He 6onee 6000 na amnyiy;

Not more than 600 particles per ampoule. /
He 6onee 600 Ha aMmymy.

Test sample should pass the test. /
Hcnprmyemniii obpasey fomkeH BEIISPKHBATE
HACIMBITAHHE,

Reducing substances /
BocceTanagauBaoil e
BeIeCTBA

Test sample should pass the test. /
Henmryemsiii o0pasen J0mKeH BEICPKHUBATE
HCNBITAHHE,

15

Complies / CooreeTcTBYET

Complies / COOTBGTCTBy_eT

~ Carbon dioxide
Yraepooa anokcua

Chlorides/ Xa10pHabI -

‘Nitrates and Nitrites/

HuTtpaTbl H HUTPHTE]

No turbidity should be observed within 1 hour.

/ He momxHO OBITE IOMYTHEHHA B TEYEHUC
1 gaca.

Complies / CooTBeTCTIBYET

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

'Sulp_hates ! Cynsdaret

No turbidity should occur within not less than
1 h. / B reueHHe He MeHee 1 daca He JOMKHO
HadMoAaTHCA IOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CoorBercrByer
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RGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJ/IN3A

TESTS / IIOKA3ZATEJHA

SPECIFICATIONS / HOPMbBI

Ammonium / AMMoHuH

Not more than 0.6 ppm. / He 6oxee 0,6 ppm.

RESULTS / PE3YJIBTATHI

<0.6 ppm

Calcium and magnesium /
KasjbuHii n Marnmit

Pure blue color should be observed (without a
violet hue). / JlomxHo Habmoaarscs YHCTO
CHHee okpamuBaHye {0e3 $pHONETOBOTO
OTTEHKA).

Complies / COOTBeTcTB)E

Heavy metals/ Ta:kennre
MeTaJAbI

Not more than 0.00001 % (0.1 ppm). /
He 6omee 0,00001 % (0,1 ppm).

<0.00001 % (<0.1 ppm)

' Residue after evaporation /
Cyxoii ocTaTok

Not more than 0.004%. / He donee ,004%,

‘_Conductivity /
DNeKTPONPOBOAHOCTD

Extractable volume /
Hszraexaemblii 06beM

Not more than 25 pS/cm. /
He Gonee 25 mxCm/cm.

0.000 %

7 uS/em./
7 MKCM/CM.

Not less than label claim {not less than 2 ml). /
He MeHee HOMHHATEHOTO (He MeHee 2 MJI).

' Bacterial endotoxins /
BaxTepHaibHble dHAOTOKCHHEI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mn Boap! ana
HHBEKUHH,

2ml/
2 Mn

<025 EU/mlL/
<0.25E3/mn

Sterility / CTepHJIbHOCTE

Packaging / ¥YnaxoBka

Should be sterile. / Jlomxna OHITh CTEPHABHOM.

Sterile / CrepunbHo.

| Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
ITepBHYHAan ¥ TAKOBKA

ITo 2 mu pactBopuTens (Boja A HHBEKUHMI) B
ammyny w3 Oecnmernoro crewra, tem I Ha
BepxXHeli 4YacTH aMIyjel HAaHeCeHa TodKa
PAaznoMa OpamKeBoTO 1IBETA.

Primary package
2 mL of the solvent (water for

injections)
ampule type I with an orange one- |
point-cut at the top of the ampule. /
JlepBr4HAn YIAKOBKE

in a colorless glass

Ilo 2 M1 pacTBOpHTeNnd (BOoHA A
MHBEKIHH) B
fecupeTHoro c¢tekna, Tan I, Ha
BepXHEH WACTH aMITyNbl HAHeceHa
TOYKZ PA3IoMa OpaHKEeBOTO IBETA.

AMITYITY u3

Shelf-life / Cpox roaHocTR

5 years. / 5 net.

Assessment: / 3aknoueHne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepug coOTBETCTBYET TpehOBaHHAM HOPMATHBHOTO HokyMmeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

G

D GENGENTA

#7oanayi ve Ticaret AS.
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BLGENSENTI

CERTIFICATE OF ANALYSIS/ CEPTHO®OHKAT AHAJIN3A

Name of Product/
Hanmenoranme npenapara

Water for injections (solvent) /

Boaa a1 UHBEKIHH (PACTBOPHTED)

RESULTS / PE3YJLTATDBI

Batch no./ Homep cepun 22H12
Amount of product per batch / Paamep : 90647
cepHHA
Date of Control / JlaTa ananusa 10/2022
Manufacturing date / lata mponssoacrea :  08/2022
Expiry date /IaTa 0KOHYIAHHA CPOKA 0772027
TOAHOCTH
Water for injections (solvent) / Boga ayis nABeKUHiR (PacTROPHTEAE)
TESTS / HOKA3ZATEJH SPECIFICATIONS / HOPMBI
Description /Onncanne Clear, colourless liquid without odor. /

TMpospaunas HecupeTHad XHIKOCTE Ge3
3amnaxa.

Complies / CoOTBeTCTRYET

Particulate matter / MexaHnveckHe BKJIKYEHHSA

Visible particles /
Buoumeie vacmuyo

Sub visible particles /
Hesudumbre vacmuiybl

=10 pm particles /
YACTHI[ pasMepoM = 10 MKM
=25 um particles /
YacTHI[ Pa3sMepoM > 25 MKM

Should be absent. / JToIKHBEL OTCYTCTROBATS.,

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha aMmnyay;

Not more than 600 particles per ampoule. /
He Gonee 600 Ha ammyny.

| Acidity and alkalinity /
KncIoTHOCTL H IMeJOYHOCTE

Test sample should pass the test. /
Hcnrwrryemeiii o0pazel] JoNKeH BEIAEpXUBATh
HCTIEITAHHE.

Absent / OTcyTeTBYIOT

30

Complies / CooTBeTcTBYET

Reducing substances /
BoceranapauBalonmue
BellecTBA

Carbon dioxide
Yraepoaa AROKCHN

Chlorides/ Xnopnabs

Nitrates and Nitrites/

Hurparel M HETPHTE]

Test sample should?ass the test. /
HenpiTyeMulif oGpazer; fomxeH BELIEP/KUBATh
HCOBITAHUC.

Complies / Coorercreyer

No turbidity should be observed within 1 hour.
/ He monkHoO OBITE TOMYTHEHHS B TSHEHHE
1 vaca.

Sulphates / CyabdaTsi

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

Complies / CooTBeTCcTBYET

<0.5 ppm

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

No turbidity should occur within not less than
1 h. /B Teuenue He MeHee 1 yaca He 0MKHO
HADMIOAATHCH IOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTBYET
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIN3A

TESTS / TIOKA3ATEJHA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATEI

Ammonium / AMMoHmii

Calcium and magnesium /
Kansunii 1 Marami

Not more than 0.6 ppm. / He 6onee 0,6 ppm.

Pure blue color should be observed (without a
violet hue). / JomkHo HAbMIOAATECA YHCTO
cuHee okpawneanue (6e3 guonerororo
OTTEHKA).

Heavy metals/ Taxenanle
MeTaJJIbL

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

<0.6 ppm

Complies / CootBeTcTBYET

<0.00001 % (<0.1 ppm)

Residue after evaporation /
Cyxoii ocTaTox

Not more than 0.004%. / He 6onee 0,004%,

0.000 %

Conductivity /
DNeKTPONPOBOAROCTD

Extractable volume /
HipaexaeMblii 06 beM

Not more than 25 uS/cm. /
He Gomnee 25 MxCu/emM.

9 nS/cm./
9 MrCM/cM,

Not less than label claim {not less than 2 ml). /
He MeHee HOMHHANEHOTO (He McHee 2 MII).

2ml/
2 Mn

Bacterial endotoxins /
BakTepHaAbHbIE HI0TOKCHHDI

Sterility / CrepunssHocTh

.Packaging / YmaxkoBKa

Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 E3/Mn Bogk ans
HHLEKIHH.

<025 EU/mL/
< 0.25 E9/ Mn

Should be sterile. / Jlomkna GBiTE CTEpHIBEHOH.

Sterile / CrepuiibHoO.

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
ITepBryHAad YNAKOBKA

1o 2 Mn pacTeopuTens (BoAa LA HHEEKIWI) B
aMmnyny w3 OGecusernoro crekna, TR I Ha
BepxHell YacTH aMITylsl HaHeccHa TOUKa
pa3noMa OPAHXEBOTO LIBETA.

Primary package
2 mL of the solvent (water for

injections} in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
HepBHuHAS vIAKOBKA

Ilo 2 Mn pactRopuTeds (Bona AIs
HHBEKIMH) B aMIyimTy — H3
becugerHoro crekna, tan 1, Ha
BepXHell YacTH aMmynbl HaHeceHa
TOYKA [fa3/I0Ma OpaHKEBOro LBETA.

Shelf-life / Cpok rogHocTH

5 years. / 5 ner.

Assessment: / 3akIoueHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusn cooTBeTCTBYET TpebopaHHAM HopMaTHBHOTO fokyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

GO A
GO llag QMS.
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