SXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaunmenoBanue npenapara

Batch no./ Homep cepunu

Amount of product per batch /
Pasmep cepun

Date of Control / laTa anayin3a

Manufacturing date / laTa
MPOU3BOCTBA

Expiry date /[JaTa oxoH4YaHusI
CPOKa roOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJ®, inoduau3aT aJisi HPUroTOBJIEHHS pacTBOpa A5

HHbeKIHiA, 20 Mr
22A02161A

40.931,000

03.2022
02.2022

01.2025

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJbTATDI

Appearance / Onncanne

Yellow with greenish tint lyophilized powder. /
JInouiu3npoBaHHbI IOPOIIOK JKENTOr0 C
3€JIeHOBAaThIM OTTEHKOM IIBETA.

Complies / CooTBETCTBYET

Identification / IlogauHHOCTD

Tenoxicam by HPLC /
Tenoxcukam (B3KX)

The retention time of tenoxicam 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
yIepKUBaHWs MUKa  TEHOKCHMKaMa  Ha
XpoMarorpamme HCTIBITYEMOTO pacTBopa
JTIOJKHO COOTBETCTBOBATH BpeMeHH!
yIepKUBaHHUS NMKa  TEHOKCHMKaMa  Ha
XpoMaTorpaMMe CTaHIapTHOrO pacTBopa (CM.
«PoxcTBeHHbIe NpUMECH», orpeneeH1e
eIMHUYHBIX TpHMecell W CyMMbI MpHMeceil
(254 um)).

Complies / CooTBeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(Yo-
cneKkmpoghomomempuyeckuil)

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). / VY®-crekTp
MOTJIOLIEHHUS HCIIBITYEMOTO pacTBopa,
[IPUTOTOBJEHHOTO IS KOJIMYECTBEHHOTO
onpexaenenus, B oomactu ot 230 HM 1o 400 HM
JNOJDKEH MMETh MaKCHMYMBbI TP [JIMHAX BOJIH
257 + 2um, 285 £+ 2uM u 368 £ 2 EHM (cMm.
«KomuuectBeHHOE ONpeieSICHHe TEHOKCHKAMay ).

Complies / CooTBeTcTBYET
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K3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

RESULTS/
TESTS / MTOKA3ATEJIN SPECIFICATIONS / HOPMBI PE3Y ILTATHI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampusa memabucynopum

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. / Bpems ynepxuBaHus NHKa
HaTpusi Merabucynb(uTa Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBaTh BPEMEHH YICPKUBAHUS IMHKa
HaTpusi MeTaOuCynb(uTa Ha XpoMaTrorpamme
cTaHmapTHOro pactBopa (cM. «KommuecTBeHHOE
ofpezeneHye HaTpus Metabucynbduray ).

Complies / CooTBeTCTBYET

Dissolving time / Bpemsi
pacTBOpeHHsI

Not more than 60 seconds. / He 6Gonee 60
CEeKyHII.

20 sec/ 20 cex

Appearance of Reconstituted
solution / Onucanune
BOCCTAHOBJIEHHOTO PacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
TOJKEH PpacTBOPATHCS TIOJTHOCTBIO c
OTCYTCTBHEM HEpAaCTBOPEHHBIX 4acTHL, 0e3
BUIMMBIX MEXaHMYeCKHUX BKIIOUeHHil. PacTBop
JOJKEH OBITH IPO3PAYHbIM.

Complies / CooTBeTcTBYET

Solution clarity /
IIpo3payHocTh pacTBOpa

The product solution should be clear. / PactBop
TnpernapaTa J0JbKeH OBITh IPO3pauHbIM.

Complies / CooTBeTCTBYET

Solution Color /
LIBeTHOCTH pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY . / CreneHs OKpacKku pacTBOpa Ipernapara He
JIOJDKHA TPEBBIIATh 3TajioH GY.

Complies / CooTBercTBYyeT

pH 7.51010.0./0t1 7,5 no 10,0. 9.1
Particulate matter / MexaHn4yecKHe BKJIIOYEHHSI
Visible particles / Should be absent/ J[omKHBI OTCYTCTBOBAaTH Absent /OTcyTCTBYIOT
Buoumvie vacmuyvl
Subvisible particles /
Heguoumvie yacmuywl
>10 pm particles/ Not more than 6000/vial; / 45 / vial
Yacrun pasmepoM > 10 MkM He 6onee 6000 Ha ¢dakoH; 45 / pmaxon
>25 pum particles/ Not more than 600/vial. / 0/ vial
Yactuy pazmepoM > 25 MKM He 6onee 600 Ha ¢naxoH. 0/ dpnaxon
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S3GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / HOKA3ZATEJIN

l SPECIFICATIONS / HOPMBbI

l

RESULTS / PE3YJbTATHI

Related substances / PoagcrBennbie

npuMecH

2-aminopyridine /
2-aMUHOITUPUANH

Individual unidentified impurity /
Envnngnag
HENIEHTU(DUIIMPOBAHHAS TIPIMECh

Total impurities /
Cymma npumeceit

Not more than 0.5 %; / He 6oxee 0,5 %,;

Not more than 0.5 %; / He 6omnee 0,5 %;

Not more than 1.0 %. / He 6onee 1,0 %.

Below LOQ (LOQ = 0.05 %) /
Hike npenena KOIM4ECTBEHHOTO
onpenenenus (ITKO = 0.05 %)

Not detected / He o6HapyxeHa
Below LOQ (LOQ = 0.05 %) /

Hmxe npenena KOJIH4eCTBEHHOTO
onpezenenus (IIKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=2.8 (n=10)
OnHopoaHOCTH 103MPOBAHHS more than  15.0. /  Ilokasarens

npuemiieMoctd (AV) nomkeH ObITH He

6omee 15,0.
Water /Bona Not more than 3.0 %. / He 6onee 3,0 %. 1.0 %

Bacterial endotoxins /
BakTtepHajbHble YHIOTOKCHHbI

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<0.128 ED/ mr

Sterility /CtepnabHocTh Should be sterile. / JlomkeH ObITh Sterile / Crepmen
CTEPUIILHEIM.
Assay / KonnuecTBeHHOe onpeesieHue
Tenoxicam / Tenokcukam 90.0% to 110.0% of Ci3Hi1N3O4S;
(tenoxicam) of label claim. / Ot 90,0 % mo 100.5 %
110,0 % Ci3H11N304S, (TeHOKCHKam) OT e
HOMMHAJIBHOTO CONEP)KaHUS.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampus memabucyaropum of the label claim. / Ot 85,0 % mo 110,0 % 99.8 %

HaTpus MeTabuCyJib(pUTa OT HOMUHATBHOTO
comepKaHus.
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8SGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OHUKAT AHAJIN3A

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. /
IlepBuyHas ymakoBKa

ITo 20 Mr TeHOKcHKamMa BO (IakoH U3

OECIBETHOTO crexia THIT I,
YKYHOpPEHHbIH po6OKoii u3
OpoMOyTIWIOBOI  pe3uHbl,  00XkaToi

AJIIOMHMHHUCBBIM KOJIITAYKOM C KOHTPOJIEM
IICpBOr0 BCKPBITHUA W IUTACTHKOBBIM

TESTS / IOKA3ATEJN SPECIFICATIONS / HOPMBbI RESULTS / PE3YJbTATHI
Package / YnakoBka Primary package 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. /
IlepBuynas ynakoBka

ITo 20 Mr TeHOKcHKaMa BO (IakoH U3

0eCIBETHOTO cTeKs1a TUN I,
YKYTIOPEHHBIN npo6Koit u3
OpoMOYTWIOBOM  pe3uHbl,  obkaroi

ATIOMUHHCBBIM KOJIIMAYKOM C KOHTPOJIEM
TIEPBOT0 BCKPBITUA U  IUIACTHKOBBIM

KOMILJIEKTa

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 polyvinyl
chloride cassette.

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

Bropuunas ynakoBka

Ilo 1 ¢nakony c npemapatom # |
amIyjie ¢ pacTBOPUTENEM IMOMEMIAIOT B
KacceTy U3 MOJIMBUHIIXJIOPHIA.

Ilo 3 ¢makona c¢ mpemapatoM 4 3
aMIIyJIbl C PACTBOPHUTENEM IOMELIAIOT B
KacceTy U3 MOJUBUHIIXIOPHIA.

1 kacceTy BMecTe C WHCTpYKLHEH Iio
MPUMEHEHHIO [OMEIAl0T B TauKy
KapTOHHYO.

TIFICKOM TOBEpX ATIOMUHUEBOTO | THUCKOM TIOBEPX AIFOMHHHUEBOTO
KOJITIAYKa. KOJITAvKa.
Shelf-life/ Cpox rognocTn 3 years. / 3 roga.
KIT / KOMILUIEKT
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Kit package / ¥YmakoBka | Secondary package Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropnunas ynakoBka

I[To 3 d¢nakona c npemapatoMm u 3
aMIIyJibl C PacTBOPUTENIEM TIOMEIAI0T B
Kaccery W3 TOJMBHHWIXIOpHAa. |
KacceTy BMeCT€ C WHCTPYKIHeH 1o
NPUMEHEHHUIO TOMEMAIOT B IauKy

KapTOHHYIO.

Labeling/ MapkupoBka

According to the ND. / B cooTBeTcTBUM
C HOPMaTHBHOM JJOKyMEHTAaLeH.

Complies as prescribed / CooTBETCTBYET
TpeOOBaHUAM
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&ZGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Kit storage /
XpaHeHHE KOMILJIEKTA

For configuration 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. /

JUig yoaxkoBku 110 1 du1akoHy ¢ IpenapaToM M 1 aMnyJie ¢ pacCTBOPUTEIEM B
KacceTe:

B opurunanbHO# ynakoBke ((urakoH ¢ penapaToM U aMITysla ¢ pacTBOPHTENEM B
mayvke) 1nmpu Temreparype He Bbiie 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. /

Jns viiakoBky 10 3 dakoHa ¢ mpenapaToM U 3 aMITyJibl C PACTBOPUTENIEM B
Kaccere:

B opuruHanbHO# ynakoBke (()IakoHBI C IIPENapaToM U aMILyJibl C pacTBOPUTENEM B
Tavke) mpu TeMieparype He Boie 25 °C.

Kit shelf life /
Cpok rogHoCTH KOMILJIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok rogHOCTH KOMILIEKTa ONPEAENAETCS CPOKOM FOJHOCTH
JIEKAPCTBEHHOTO Tperapara sl MeIUIUHCKOTO MPIMEHEHS.

Assessment: / 3aKJIrOUeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi cOOTBETCTBYET TpeOOBaHMAM HOpMaTuBHOTO AokyMeHTa JIC-000295-160721.

H. MEHVES TURKELI

@%/m h
eéN%f? ‘?ﬁ HZER%-\
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KS GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaunmeHoBaHue npenaparta Bopaa nast uHbeKIHii (pacTBOPUTEIIb)
Batch no./ Homep cepun 12D9
Amount of product per batch / Pazmep 92214
cepun
Date of Control / laTa ananusa 02/2022
Manufacturing date / lata npoussoacTsa 04/2021
Expiry date /laTa okoH4YaHusI CPOKA 03/2026
TOIHOCTH
Water for injections (solvent) / Boga nist unbekuuii (pacTBOpHTE/Ib)

TESTS / HOKA3ATEJIHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET

Ipo3paunas GecrBeTHas KUIKOCTH 6e3
3amaxa.

Particulate matter / Mexannuyeckue BKJIIOYEHUS

Visible particles / Should be absent. / JIomKHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumvie yacmuyu:
Sub visible particles /
Heguoumvlie yacmuypi
>10 pm particles / Not more than 6000 particles per ampoule; / 12
gactull pasmepom > 10 MkM | He 6onee 6000 Ha ammyiny;
>25 um particles / Not more than 600 particles per ampoule. / 1
yacThIl pazMepoM > 25 MkM | He Gonee 600 Ha ammyry.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KucJjioTHOCTB H 1€/ 1I04HOCTD HcnsiTyemblii 06pa3el] JODKEH BEIIEP)KHBATh
HCTIBITaHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBy€ET
BoccranaBansarompmue HcnbiTyeMblii 06paser JOIKEH BEIIEPKIBATh
BellleCTBA HCIIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBETCTBYET
Yraepoaa anoxcua / He momxHO OBITH TOMYTHEHHS B TEUEHHE
1 gaca.
Chlorides/ Xsopnabi Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HurtpaTbi H HHTPHTBI

He 6onee 0,00002 % (0,2 ppm).

Sulphates / Cyabgartsi

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He JODKHO
Ha0JII0NaThCs TIOMYTHEHHE.

Complies / CooTBeTCTBYET
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LXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3SATEJIX

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATHI

Ammonium / AMMoHHIi

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

<0.6 ppm

Calcium and magnesium /
Kansnmii u marumii

Pure blue color should be observed (without a
violet hue). / [JomkxHO HabMOAATHCSA YUCTO
CHHee okpaiiBanue (6e3 ProIeToBOro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsixennie
METAJLIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0.000 %

Cyxoii ocTaTok

Conductivity / Not more than 25 pS/cm. / 3 uS/ecm./

DJIeKTPONPOBOXHOCTD He 6onee 25 MmxCwm/cM. 3 MxCm/cMm.

Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/

H3Baexaemblii 00beM He MeHee HOMUHABHOTO (HE MeHee 2 MII). 2 Mn

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/

BakTtepunaJibHbIe 3HIOTOKCHHBI | injections. / He 6onee 0,25 ED/Mi Boms! uist <25EDQ /mn
WHBEKIIHH.

Sterility / CTepnibHOCTD Should be sterile. / JlomkHa GBITH CTEpUITBHOM. Sterile / CrepunbHo.

Packaging / YnaxoBka

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

colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
IlepBuuHas ynakoBka

ITo 2 M pactBopuTens (Bona s MHBEKIHIT) B
ammyny u3 OecuperHoro crekna, Tun 1. Ha
BEpXHE!l 4YacTH aMIlyJbl HaHeceHa TO4YKa
pasiioMa OparmKeBOTo LBETA.

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. /
IlepBuyHas ynakoBKa

ITo 2 mMn pactBopuTens (Boma ajis
WHBEKIMHA) B amIysny U3
OecuperHoro crekma, tan I. Ha
BEpXHeil YacTH aMITyJIbl HaHeceHa
TOYKA pas3jioMa OpPaHXKEBOTO IIBETA.

Shelf-life / Cpox rogHocTH

5 years. / 5 ner.

Assessment: / 3aKk/IOueHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHMSIM HOpMATUBHOTO TokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

oSN
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJ/IN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boga nas uHbeKumii (pacTBOPUTED)
Batch no./ Homep cepuu 12D11
Amount of product per batch / Pa3mep 91624
cepuH
Date of Control / lata ananusa 02/2022
Manufacturing date / [lata npou3BoacTBa 04/2021
Expiry date /JaTa okoH4aHHS CPOKa 03/2026
TrOAHOCTH
Water for injections (solvent) / Bona anisi uHbeKuHii (pacTBOPHTEIb)
TESTS / MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBETCTBYET
IIpo3paunas GecrBeTHas KHUIKOCTH 03
3amaxa.
Particulate matter / Mexann4yeckue BKJIIOYeHHs
Visible particles / Should be absent. / JIo>KHBI OTCYTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumvie uacmuywi
Sub visible particles /
Heguoumvie yacmuyp:
>10 um particles / Not more than 6000 particles per ampoule; / 1
yacTtuil pasmMepoM > 10 mxm | He G6onee 6000 Ha ammmyiy;
Not more than 600 particles per ampoule. / 0

>25 pm particles /
YacTul] pa3MepoM > 25 MKM

He 6onee 600 Ha ammymy.

Acidity and alkalinity /
KucaotHocTb H I€J0YHOCTD

Test sample should pass the test. /
HcnpiTyeMsiii 06pasel; 0/KeH BBIICpKUBATh
HCTIBITAHUE.

Complies / CooTBETCTBYET

Reducing substances /
BoccranapiMBaiomue
BelllecTBa

Test sample should pass the test. /
HcmbiTyemblii o0pa3en J0JKEH BhIICP)KUBATh
HCTIBITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Yraepoaa 1MoKcHa / He momkHO OBITH MOMYTHEHHSI B TEUEHUE

1 yaca.
Chlorides/ Xsiopuabi Not more than 0.5 ppm. / He 6omnee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HutpaTbl H HHTPUTBI

He 60mnee 0,00002 % (0,2 ppm).

Sulphates / CyabgaTtbi

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He JOJKHO
HaOJII0AaTHCS TIOMYTHEHHE.

Complies / CooTBeTCTBYET
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / MTOKA3ATEJHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATDI
Ammonium / AMMOHHI Not more than 0.6 ppm. / He 6onee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET

Kaabumii 1 Marunii

violet hue). / JIomxHO HabMOIATHCS YUCTO
cuHee okpatirBanue (6e3 $proaeToBoro
OTTEHKA).

Heavy metals/ Tsixenble Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)

MeTaJLIbl He 6o0mee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.001 %

Cyxoii ocTaTok

Conductivity / Not more than 25 pS/cm. / 13 uS/em./

DJIeKTPONPOBOAHOCTDL He 6onee 25 MmxCm/cM. 13 MmxCwm/cMm.

Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/

H3BaexaeMblii 00beM He Menee HOMUHANBHOTO (HEe MeHee 2 Mi). 2 M

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/

BaxTepuaabHble YHIOTOKCHHDBI | injections. / He Gonee 0,25 E3/Mi Boas! ajist <25ED/wmn
HHBEKLIUN.

Sterility / CTepniabHocTb Should be sterile. / JlomkxHa OBITh CTEPUIHHOM. Sterile / CTepuiibHO.

Packaging / YnakoBka Primary package 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. /
IlepByyHas ynakoBKa

ITo 2 M pactBopuTeNs (BoOa I MHBEKIMI) B
ammyny w3 OecietHoro crekna, tun I. Ha
BepXHEl dYacTH aMImyJabl HaHECeHa TOdYKa
pasioMa OpaHXeBOTO IIBETA.

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. /
[lepBuyHas ynakoBka

ITo 2 Mn pactBoputens (Boma Iyis
WHBEKLMI) B aMmydy — u3
OecuperHoro crekina, tvn 1. Ha
BEpXHEll YacTW aMInyJibl HaHeCeHa
TOYKA pa3ioMa OpPaH)KEBOTO IIBETA.

Shelf-life / Cpox roqnoctu

5 years. / 5 ner.

Assessment: / 3akIroueHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TPeOOBaHUSIM HOpMaTHBHOTO HokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

2/2



IS GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaunmenoBanue npenapara Boaa nuist nHbexumii (pacTBOpUTEIIb)
Batch no./ Homep cepun 12D12
Amount of product per batch / Pazmep 91780
cepuu
Date of Control / laTa anajiu3a 02/2022
Manufacturing date / [lata npousBoacTsa 04/2021
Expiry date /IaTa okoHYaHHS CPOKA 03/2026
TOAHOCTH
Water for injections (solvent) / Bona njisi HHbeKIHii (PacCTBOPUTEJIb)
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
Ipo3paunHas OecuBeTHas )KUIKOCTH Oe3
3amaxa.
Particulate matter / Mexannyeckue BKJIIOYeHHUS
Visible particles / Should be absent. / JIoiKHBI OTCYTCTBOBATS. Absent / OTCyTCTBYIOT
Buoumvie wvacmuywr
Sub visible particles /
Hesuoumvie uacmuyol
>10 pm particles / Not more than 6000 particles per ampoule; / 1
yacTul pasmepoMm > 10 MxM | He 6osnee 6000 Ha amiryiy;
Not more than 600 particles per ampoule. / 0

>25 pm particles /
YacTUL] pa3MepPOM > 25 MKM

He 6onee 600 Ha ammyoty.

Acidity and alkalinity /
KucaorHocTh M 1I€J104HOCTD

Test sample should pass the test. /
HcnbiTyemsrii 06pasel] JoJKeH BBIIEPKUBATH
UCTIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBamBaromme
BellleCTBa

Test sample should pass the test. /
HcnbiTyemslii 06paselt JoIKeH BhIIepKUBATh
UCTIBITAHHUE.

Complies / CooTBeTcTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Yriepona quoxkcua / He mOMKHO OBITH IOMYTHEHUSI B TEYCHHE

1 yaca.
Chlorides/ Xsopuasi Not more than 0.5 ppm. / He 6osiee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HutpaTtbl 1 HUTPUTBI He 6onee 0,00002 % (0,2 ppm).
Sulphates / CyasdaTbi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teuenue He MeHee 1 yaca He JOIKHO
HabnronaThesl MIOMyTHEHHE.
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI
Ammonium / AMMoHHIi Not more than 0.6 ppm. / He 6onee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET
Kansumii u Marauii violet hue). / JIomkxHO HabMIOAATHCS YUCTO

cuHee okparuuBanue (6e3 $proaeToBoro

OTTEHKA).
Heavy metals/ Tsixennbie Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
METAaJLJIbI He 601nee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.001 %
Cyxoii ocTaTok
Conductivity / Not more than 25 uS/cm. / 13 pS/cm./
DJIeKTPONIPOBOAHOCTD He 6onee 25 mxCwm/cM. 13 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3Baekaemblii 00bemM He menee HOMUHANBEHOTO (HE MEHEe 2 MIT). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTtepuaabHble 3HIOTOKCHHBI | injections. / He 6onee 0,25 E3/Mi Boas! mis <25ED/wmn

HHBEKITNH.
Sterility / CTepuabHoCTL Should be sterile. / [loxHa OBITH CTEPUIIBHOM. Sterile / CtepuipHO.
Packaging / YnaxoBka Primary package Primary package

2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. / | ampule type I with an orange one-
IlepBryHas ynakoBka point-cut at the top of the ampule. /
ITo 2 Mn pactBopuTens (BoIa i1 UHBEKIMIT) B | IlepBuyHas ymakoBKa

ammyny u3 OecuperHoro crekna, tam I. Ha | Tlo 2 M pactBoputens (Boma it
BEpXHEH YacTH aMiyjbl HAHECeHAa TOYKa | MHBEKIHHA) B  aMmyny U3
pasnomMa OpaH)XKeBOTO LBETA. OecuperHoro creksia, tun 1. Ha
BEpXHEH YacTH aMImyJibl HaHeceHa
TOYKA pa3jioMa OpPaH)KEBOTO LIBETA.

Shelf-life / Cpok roagHocTn 5 years. / 5 ner.

Assessment: / 3akiioueHue: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYeT TpeboBaHMsIM HOpMaTUBHOTO HokymeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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