&3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/
HaunmeHoBaHue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3smep cepun

Date of Control / JaTa aHanu3a

Manufacturing date / Iata
NPOU3BOACTBA

Expiry date /[IaTa oxoH4YaHHS
CPOKa roXHOCTH

TEXARED, Iyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/A®, mmoduiu3ar A5 NPHroTOBJIEHHS PACTBOPA sl

HHbeKImii, 20 Mr
21M22741A

41.098,000

02.2022
12.2021

11.2024

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJbTATBI

Appearance / Onucanne

Yellow with greenish tint lyophilized powder. /
JInopmmM3upoBaHHEI TMOPOMIOK JKEJITOro ¢
3€E€HOBATHIM OTTEHKOM IIBETA.

Complies / CooTBeTcTByET

Identification / IlogauaHOCTH

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

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)). / Bpewmsa
yIepKUBAHUSL NUKa  TeHOKCHKama  Ha
XpoMaTorpamme HCIIBITYEMOTO pacTBopa
IIOJDKHO COOTBETCTBOBAaTh BpPEMEHH!
yJepXKUBaHHU MiKa  TEHOKCMKamMa  Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBopa (CM.
«PoxncTBeHHbIe TIPUMECH, omnpereneHne
€AVHUYHBIX IIpUMeceii M CyMMBI IIpHUMECEH
(254 am)).

Complies / CooTBeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcuxkam
(Yo-

cnexmpoghomomempuyeckuii)

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®-cmextp
TTOTJTOLICHUST HCTIBITYEMOTO pacTBopa,
TIPUTOTOBJIEHHOTO VISt KOJINYECTBEHHOTO
onpenenenus, B oonactu ot 230 amM 10 400 HM
OJDKEH UMETh MaKCHMYMBI TMpPH IJIMHAX BOJH
257 = 2umM, 285 £ 2HM u 368 + 2 HM (cM.
«KonuyecTBeHHOE ONpeieNieHe TEHOKCHKaMay ).

Complies / CooTBeTcTBYET
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K8 GPh

GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A
RESULTS/
TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMBbI PE3YJIBTATHI
Sodium metabisulfite / 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. / Bpems yzaepkuBaHus NUKa
HaTpusi Merabucynbura Ha XpomaTorpamme
UCIIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBaTh BPEMEHH YIEPKHBAHMSA IHKa
HaTpus Merabucynbdura Ha XpomaTorpamme
craHaapTHOTOo pactBopa (cM. «KonmuecTBeHHOE
oTpeAeNicHHE HATPU MeTabUCYNbGUTaY ).

Not more than 60 seconds. / He ©Oonee 60
CeKyHII.

Hampus memabducyaropum

Complies / CooTBeTCTBYET

Dissolving time / Bpemst
pacTBoOpeHHst

13 sec/ 13 cex

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapar
JOJDKEH PacTBOPATHCA MOJIHOCTBEO c
OTCYTCTBMEM HEpPacTBOPEHHBIX YacTHll, 0e3
BUIMMBIX MEXaHWYECKHMX BKJIOYeHuit. PactBop
JIOJDKEH OBITH MPO3PavHbIM.

Appearance of Reconstituted
solution / Onucanne

BOCCTAHOBJIEHHOI0 PaCTBOPa
Complies / CooTercTByeT

The product solution should be clear. / PactBop
npenapara JOJDKeH ObITh IPO3pavyHbIM.

Solution clarity /

Complies / CooTBeTCTBYET
Ipo3payHocTh pacTBOpa

Solution Color /
IBeTHOCTH pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY . / CteneHp OKpacKu pacTBOpa Ipenapara He
JIOJDKHA MpeBbINIaTh 3TanoH GY.

pH 7.5 t0 10.0./ Ot 7,5 o 10,0. 9.2

Complies / CooTBeTcTByeT

Particulate matter / MexanH4ecKkHe BKJIIOYEHHS

Visible particles / Should be absent/ JIoKHBI OTCYTCTBOBATh Absent /OTcyToTBYyIOT
Buoumvie uacmuyul
Subvisible particles /
Hesudumvie yacmuyor
>10 pm particles/ Not more than 6000/vial; / 44 / vial
Yactui pazmMepoM > 10 MkM He 6onee 6000 Ha daxoH; 44 / pnaxon
>25 pm particles/ Not more than 600/vial. / 1/ vial
YacTuil pa3MepoM > 25 MKM He 6onee 600 Ha dnakoH. 1/ dpnaxon
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K3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIN3A

TESTS / HOKA3ATEJIN

| SPECIFICATIONS / HOPMBI

|

RESULTS / PE3YJIBTATBI

Related substances / PoacTBeHnbIe

npHMecH

2-aminopyridine /
2-aMHAHONIUPHUIUH

Individual unidentified impurity /
Ennanunag
HenAeHTHUIIPOBAHHAT TIPIMECh

Total impurities /
Cymma npuMeceii

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

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

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

Below LOQ (LOQ = 0.05 %) /
Hmxe npenena KoIH4eCTBEHHOTO
omnpenenerns (ITKO = 0.05 %)

Below LOQ (LOQ = 0.05 %) /
Hmxe mpenesna KOJIMIECTBEHHOTO
onpenenenus ([TKO = 0.05 %)
Below LOQ (LOQ = 0.05 %) /
Hwxe npenena KOMHM4ECTBEHHOTO
onpenenerus (ITKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=1.0 (n=10)
OaHOPOAHOCTH A03HPOBAHUS more  than 150. /  Iloka3arens

npuemieMoctd (AV) nomkeH OBITh He

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

Bacterial endotoxins /
BakTepuajiibHbie JHI0TOKCHHDI

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

<0.128 EU/mg /
<0.128 EQ/ mr

Sterility /CrepuibHocTb Should be sterile. / J[lomkeH OBITH Sterile / Crepmnen
CTEPWIHHEBIM.
Assay / KonnyecTBeHHOE onpeeieHne
Tenoxicam / Tenokcukam 90.0% to 110.0% of CisHiiN3OsS;

(tenoxicam) of label claim. / Ot 90,0 % no

0,
110,0% CisHiN;O4S; (TeHoKcHKaM) oOT 1006 %
HOMUHAIBHOTO COZIEPIKAHHSL.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampua memabucynrvgpum of the label claim. / Ot 85,0 % mo 110,0 % 97.8 %

HaTpus Metabucynbura OT HOMHHAIBHOTO
CONEepKAHUS.

3/5



&3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

20 mg of the tenoxicam in a colorless
glass vial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBuyHas ynakoBKa

ITo 20 Mr TeHokcWKama BO (MIakoH U3

OeCIBETHOTO CTeKNIa THII 1,
YKYTIOPEHHBIN nipoOKoi 3
OpoMOyTIIOBO  pe3uHBI,  00XaToit

AJIIOMHUHHUEBBIM KOJIMAYKOM C KOHTPOJIEM
IEPBOIrO BCKPBITUA M ILUIACTHKOBBIM

TESTS / TOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Package / YnakoBka Primary package Primary package

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

IlepBuuHas ynakoBka
ITo 20 Mr TeHokcukama BO (rakoH W3

OeCIBETHOTO cTeKia THII 1,
YKYTOpEHHBII npoOKoit u3
OpoMOYTIIIOBOT  pe3uHbl,  OOXKaTOi

AJIIOMUHHUEBBIM KOJIMAYKOM C KOHTPOJIEM
IIEPBOro0 BCKPBITUA M IUIACTHKOBBIM

IIMCKOM TOBEPX AOMUHUEBOTO | AUCKOM MOBEpPX AIFOMUHHEBOIO
KOJIIayKa. KOJITayKa.
Shelf-life/ Cpok rognoctu 3 years. / 3 roma.
KIT / KOMILUIEKT
TESTS / HIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI

Kit package / YmnakoBka
KOMILIEKTA

Secondary package

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. /

BropuyHas yrnakoBka

ITo 1 ¢makony c mpemapatom u 1
aMITyJie C pacTBOPUTENIEM MOMELIAIOT B
KacceTy U3 MOIMBUHWIXIIOpUAA.

IIo 3 ¢mnakona c¢ mpemapatoM u 3
aMITyJIbl C PACTBOPUTENEM MOMEIAIOT B
KacceTy U3 MOJIMBUHWIXIOPUAA.

1 xacceTy BMecTe ¢ WHCTPyKLHeW IO
NPUMEHEHUIO TIOMEIIAloT B MaykKy

KapTOHHYIO.

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. /

Bropuuynas ynakoBka

Ilo 3 ¢makona c¢ mpemaparoM u 3
aMITyJIbl C PAaCTBOPHUTENIEM TIOMEILAIOT B
KacceTy M3 INONUBUHWIXJIOpHma. 1
Kaccery BMECT€ C HHCTpyKUMEH [0
MIPUMEHEHUIO TOMEIIAIOT B MauykKy

KapTOHHYIO.

Labeling/ MapxunpoBka

According to the ND. / B cooTBeTcTBUM
C HOpMAaTHBHOM TOKYMEHTaLMEN.

Complies as prescribed / CooTBeTcTBYyeT
TpeOOoBaHUAM
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OHUKAT AHAJIN3A

Kit storage /
Xpanenne KOMIJIEKTa

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. /

Jlns ymakoBKH 110 1 (J1akoHY ¢ IpenapaToM 1 ammyisie ¢ pacTBOPHUTENIEM B
Kaccere:

B opurnHanpHO# yrmakoBke (¢pIakoH ¢ NpenapaToM U aMIlyjia ¢ paCTBOPHUTEIIEM B
MavKe) Ipy TeMIepatype He Bomue 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. /

JUis ynakoBKH 10 3 duiakoHa ¢ mpernapaToM 1M 3 aMnyJibl ¢ PACTBOPUTENIEM B
Kaccere:

B opurnHanpHO# ynakoBke ((JIakoHBI ¢ TIPEMapaToM U aMITyJIbl C PaCTBOPHUTEIIEM B
mavke) npu Temneparype He Bobiue 25 °C.

Kit shelf life /
CpoK roqHOCTH KOMILIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok roqHOCTH KOMIDIEKTa OIPENENsAeTcss CPOKOM IOJHOCTH
JIEKapCTBEHHOTO Tpernapara sl MeJUIIMHCKOTO IPHMEHEHHs.

Assessment: / 3aKro4YeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeOOBaHUAM HOpMaTHBHOrO AokyMeHTa JIC-000295-160721.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/
HaumenoBanne npenapara

Water for injections (solvent) /

Boaa nuist nabexnuii (pacTBOpUTENb)

Batch no./ Homep cepun 12D5
Amount of product per batch / Pazmep 91239
cepun
Date of Control / laTa anaau3a 02/2022
Manufacturing date / lata npousBoacTsa 04/2021
Expiry date /laTa oxOH4YaHHs CPOKa 03/2026
TrOAHOCTH
Water for injections (solvent) / Bona ans unvexuuii (pacrsopurelib)
TESTS / IOKA3ATEJINA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBbTATHI
Description /Onucanune Clear, colourless liquid without odor. / Complies / CooTBeTcTByET
IIpo3paunas GecLBETHAs KHUIKOCTh Oe3
3amaxa.
Particulate matter / Mexann4yeckHe BKJIIOYeHHSI
Visible particles / Should be absent. / JIoM>kKHBI OTCYTCTBOBATb. Absent / OTCYyTCTBYIOT
Buoumwvie uacmuypi
Sub visible particles /
Hesuoumvie uacmuybl
>10 pm particles / Not more than 6000 particles per ampoule; / 12
yacrui pasmepoM > 10 mxm | He 6onee 6000 Ha ammyy;
>25 pm particles / Not more than 600 particles per ampoule. / 0
yacTHll pasmMepoM > 25 MM | He 6onee 600 na ammyiry.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET

KucjaoTHOCTD M 1I€JI0YHOCTD

HcmbiTyembiit 06paser JoMKeH BBIIEP/KUBATH
HCTIbITAHUE.

Reducing substances /

Test sample should pass the test. /

Complies / CooTBeTcTByeT

BoccTranasausalomue HcnpiTyeMsiii oOpa3zel JOJIKeH BBIAEPKUBAThH
BelleCcTBA WCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yriepoaa IHOKCH / He momxHO OBITH IOMYTHEHUS B TEUCHHUE

1 gaca.
Chlorides/ Xsiopuanb1 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)
HuTpaThbl H HHTPUTBI He 6omnee 0,00002 % (0,2 ppm).
Sulphates / Cyandatbi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teuenne He MeHee 1 yaca He JOKHO
HaOJFOIaTHCS IOMYTHEHHE.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTAThHI

Ammonium / AMMOHMIT

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

<0.6 ppm

Calcium and magnesium /
Kanbumii u Maramii

Pure blue color should be observed (without a
violet hue). / JIo/kHO HaGMIOOATHECA YUCTO
cuHee okpamrBaHue (6e3 ¢roneToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tszkeanie
MeTaJLIbl

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/cm. / 2 uS/cm./
JJIeKTPONIPOBOIHOCTH He 6onee 25 MmxCwm/cM. 2 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BJiekaemblii 00beM He MeHee HOMUHAIBEHOTO (HEe MEeHee 2 MT). 2 mMn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakrtepuabHble JHIOTOKCHHBI | injections. / He 6onee 0,25 ED/Mn Bozs! miis <25E3Q/wMn
WHBEKIMIN.
Sterility / CTepuabHocTh Should be sterile. / lomkHa OBITH CTEPIIIBHOM. Sterile / CtepuisHO.
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. /
IlepBuuHas ynakoBka

ITo 2 Mt pactBopuTeNns (BoAa A HHBEKIMI) B
ammyny w3 OeciBeTHoro crewia, tam [ Ha
BEepXHEii YacTH aMmyJbl HaHeCeHa TO4Ka
paziiomMa OpaHKEBOTO 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. /
IlepBuuHas ynakoBka

ITo 2 Mn pactBOpuTENs (Boma Vit
HHBEKLMIA) B aMmyily  u3
OeciBerHoro crexia, thn 1. Ha
BEpXHEW YacTW aMIyJbl HaHeCeHa
TOYKA Pa3JioMa OpaHKEBOTO IIBETA.

Shelf-life / Cpok rogHocTn

5 years. / 5 ner.

Assessment: / 3akjIroueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHUAM HOpMaTUBHOrO fokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/
HaumeHnoBaHue npenaparta

Water for injections (solvent) /

Boaa nnist ntHbeKuHii (PaCTBOPHTEIB)

Batch no./ Homep cepun 12D8
Amount of product per batch / Pazmep 90581
cepHH
Date of Control / laTa ananausa 02/2022
Manufacturing date / lata npon3BoacTsa 04/2021
Expiry date /[IaTa oxoH4YaHHS CPOKa 03/2026
TO{HOCTH
Water for injections (solvent) / Bona nyist HHbexnuii (pacTBOpHTE/Ib)
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI
Description /Onuncanne Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
Tpo3pauHas GecrBeTHas KUIKOCTH Oe3
3araxa.
Particulate matter / MexanuyecKHe BKJIIOYEHHSI
Visible particles / Should be absent. / JIoIKHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumvie yacmuypwi
Sub visible particles /
Heguoumvie uacmuyo!
>10 pm particles / Not more than 6000 particles per ampoule; / 32
yactull pasmMepom > 10 mMxm | He 6onee 6000 Ha ammyiy;
>25 um particles / Not more than 600 particles per ampoule. / 2
yacTuil pasMepoM > 25 mxm | He 6onee 600 Ha ammmyiy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBy€ET
KucaoTHOCTD H IIEJOYHOCTD HcnbiTyeMblif 00pasel ToJDKeH BBIIEp)KUBATh
HCIIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTByET
BoccTanaBiuBalomue HcnpiTyeMblit 00pa3sel JOJKEH BBLACPKHUBATh
BellleCTBA HCIIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBY€ET
Yriiepoaa AMOKCH] / He momkHO OBITH IOMYTHEHMS B TEYCHHUE
1 gaca.
Chlorides/ X10puanl 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)
HuTpathl 1 HUTPHUTBI He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cyandarbi No turbidity should occur within not less than Complies / CooTBeTCTBY€ET

1 h. / B Teuenne He MeHee 1 yaca He TOKHO
HaOMIOIaThCs IOMYTHEHHE.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMbBI RESULTS / PE3YJBTATHI
Ammonium / AMMoHH# 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

Kaabuuii 1 Maramii

violet hue). / JTomkHO HaONMIOIATHCS YHCTO
cuHee okpaiuBanue (6e3 ¢roaeToBoro
OTTEHKA).

Heavy metals/ Tskenbie
MeTaJLIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %

Cyxoii ocTaTok

Conductivity / Not more than 25 puS/cm. / 4 nS/cm./

JJIeKTPONPOBOIHOCTD He 6onee 25 MxCwm/cM. 4 MxCwm/cM.

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

N3Baekaemblii 00beM He MeHee HOMHHANBHOTO (HE MEHEe 2 MII). 2 M

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

BakTepuajbHbie JHAOTOKCHHBI | injections. / He 6onee 0,25 EQ/Mn Boap! 1uis <25ED/wMn
AHBEKIMN.

Sterility / CTepuabHocTh Should be sterile. / JlJomkxHa 65ITh CTEpHILHOM. Sterile / CtepubHO.

Packaging / YnaxoBka

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. /
IlepsuyHas ymakoBka

ITo 2 Mt pactBopuTeNs (BoOa IJisi MHBEKIMIL) B
ammyny w3 OecuBerHoro crexna, tun I. Ha
BEpXHell 4YacTH aMIlyJbl HaHeceHa TOdYKa
pasiioMa OpaHXeBOTO IIBETA.

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. /
IlepBuyHad ynakoBKa

ITo 2 Mn pactBOpHTENsA (BOHA A
UHBEKIH) B amImyiny U3
OecrBeTHOoro crekna, tan 1. Ha
BEpXHeH YacTH amITyJbl HaHeceHa
TOYKA pa3jioMa OpaHKEBOTO IIBETA.

Shelf-life / Cpox roqnoctu

5 years. / 5 ner.

Assessment: / 3aKkIroueHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHUAM HOpMaTUBHOrO fokymenta JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaHue npenaparta Boaa aas unbeknmii (pacTBOPHTEJIb)
Batch no./ Homep cepun 12D9
Amount of product per batch / Pazmep 92214
cepuH
Date of Control / lata anaau3a 02/2022
Manufacturing date / [lata npon3BoacTsa 04/2021
Expiry date /{aTa okOHYaHHS CPOKa 03/2026
TOXHOCTH
Water for injections (solvent) / Boga nsist HHbeKUMii (PaCTBOPHTEb)
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTAThBI
Description /Onncanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
Tpo3paunast OeclBeTHAs )KUIKOCTH Oe3
3amaxa.
Particulate matter / Mexanu4ecKue BKJIIOYEHHS
Visible particles / Should be absent. / JIoToKHBI OTCYTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumvie yacmuyo
Sub visible particles /
Hesuoumvre wvacmuywr
Not more than 6000 particles per ampoule; / 12

>10 pm particles /
yacTHIl pasMepoM > 10 MkM

>25 pm particles /
YaCTHIl Pa3MEPOM > 25 MKM

He 6onee 6000 Ha ammmyy;

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

Acidity and alkalinity /
KucJIoTHOCTD H IIEeJI0YHOCTh

Test sample should pass the test. /
HcnpITyeMbiii 00pasell H0MKeH BbIIEepKUBATh
HCTIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBauBawouime
BelllecTBA

Test sample should pass the test. /
HcnbiTyeMblit 00pa3sel] JOMKeH BbIICPKHUBATH
HCTIbITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYyeET

Yriiepoaa AHOKCHA / He n0MKHO OBITH IOMYTHEHUS B TEUEHHE

1 yaca.
Chlorides/ Xs0puan1 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)
HuTpaTtbl H HHATPHTBI He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cyabgarni No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teuenne He MeHee 1 yaca He JOJKHO
HaOMIo1aThCs TIOMYTHEHHE.
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIN3A

TESTS / TOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI
Ammonium / AMMOHHH 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 Marauii

violet hue). / JlJomxHO HabmoAaThCA YUCTO
cuHee okpanmBanue (6e3 ¢puoneroBoro
OTTEHKA).

Heavy metals/ Tsixennie
MEeTaJLIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6oiee 0,004%. 0.000 %
Cyxoii ocTaToK

Conductivity / Not more than 25 pS/cm. / 3 uS/cm./
DJIeKTPONPOBOIHOCTL He Gonee 25 MxCm/cMm. 3 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BJexaemblii 00beM He Menee HOMHHAIBHOTO (HE MeHee 2 MII). 2 M1
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakrepuaabHble JHIOTOKCHHBI | injections. / He 6omee 0,25 ED/Mi Boas! ans <25EQ/wmn

HHBEKIIHMN.

Sterility / CtepujbHOCTD

Should be sterile. / [lomkHa ObITh CTEPUIBHOM.

Sterile / CtepwibHo.

Packaging / YnakoBka

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. /
IlepBu4Has ynakoBka

ITo 2 mn pactBopuTens (Boma Uil MHBEKIHIA) B
ammyny w3 OeciBerHoro crekia, tun 1. Ha
BEpXHEHl dYacTH aMIlyibl HaHECEHa Touka
pazioMa OpaHKEBOTO I[BETA.

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. /
IepBuynas ynakoBka

Ilo 2 mn pactBopuTENs (Boma JUIA
WHBEKLUN) B aMIynmy — u3
6ecupernoro crekima, tun 1. Ha
BEpXHE#l HacTW aMITyJibl HaHeceHa
TOUKA Pa3IoMa OpaHXEeBOTO I[BETa.

Shelf-life / Cpox rognoctn

5 years. / 5 net.

Assessment: / 3akiroueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTBYET TpeOOBaHIAM HOpMaTUBHOTO HokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
«
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