&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Name of Product/
HaumeHoBaHue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / laTa anann3a

Manufacturing date / Jata
MPOH3BOACTBA

Expiry date /[lata oxoH4YaHUSsI
CPOKa roHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/I®, Jinodpuauzat 1Jisi IPUTOTOBJIEHHs1 pACTBOPA 115

HHbEeKIHH, 20 Mr
22D07831A

40.825,000

05.2022
04.2022

03.2025

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJIbTATDBI

Appearance / Onucanne

Yellow with greenish tint lyophilized powder. /
JInopunM3NpOBaHHBI TOPOLIOK JKENTOro ¢
3€JIEHOBATHIM OTTEHKOM IIBETA.

Complies / CooTBeTCTBYET

Identification / IlogaAaHHOCTH

Tenoxicam by HPLC /
Tenokcuxam (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)). / Bpewms
yIepKUBaHHsA MUKa  TEHOKCHKamMa  Ha
XpoMaTorpaMmme HCHBITYEMOTO pactBopa
JOJKHO COOTBETCTBOBATh BpEMEHH
yIep)KUBaHMA nMKa  TEHOKCHKamMa  Ha
XpOMaTorpaMMe CTaHOapTHOTO pacTBopa (CM.
«PoxcTBeHHbBIE TIPUMEcH, onpeneneHIe
€AMHUYHBIX TIpUMeced M CyMMBl IpUMeceH
(254 5m)).

Complies / CooTBeTcTBY€ET

Tenoxicam by UV-
spectrophotometry / Tenokcukam
(Yo-
cnekmpogomomempuyeckuil)

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
MOTJIOIIEHUS HCTIBITYE€MOTO pacTtBopa,
TPUTOTOBIEHHOTO  JUIS KOJIMYECTBEHHOTO
ompexnenenusi, B obnactu ot 230 uM go 400 HM
JOJDKEH HMETh MaKCHMyMbI MpPW IJIMHAX BOJH
257 + 2um, 285 £ 2uM u 368 £ 2HM (cm.
«KonuuectBeHHOE OnpenieneHne TEHOKCHKaMay ).

Complies / CooTBeTCTBYET
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K3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

RESULTS /
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI PE3YJILTATEI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampus memaoducyropum

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 Nnuka
HaTpus MeTabucyiabpuTa Ha XpomaTorpamme
HCTIBITYEMOTO pacTBopa TIOJIKHO
COOTBETCTBOBATh BPEMEHH YHACP)KUBAHUS IHKa
Hatpus MeTabucynsdura Ha XpoMmarorpamMme
crangaptHoro pactBopa (cM. «KonuuecTBeHHOE
orpeneneHre HaTpysi MeTabuCyIb(uTay).

Complies / CooTBETCTBYET

Dissolving time / Bpems
pacTBOpeHHs

Not more than 60 seconds. / He 0Gonee 60
CEeKyHI.

20 sec /20 cex

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO PacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapat
JOJKEeH PacTBOPATHCS MOJTHOCTBIO c
OTCYTCTBHEM HEPacTBOPEHHBIX 4YacTHL, Oe3
BHIVMBIX MEXaHHYEeCKHX BKIIOYeHHI. PactBop
JIOJKEH OBITH MPO3PaYHbIM.

Complies / CooTBETCTBYET

Solution clarity /
IIpo3pa4yHoCcTh pacTBOpa

The product solution should be clear. / PactBop
npenapara JI0JDKeH ObITh MPO3pavHbIM.

Complies / CooTBETCTBYET

Solution Color /
IIBeTHOCTH pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY ./ CreneHb OKpacky pacTBopa npenapara He
JIOJDKHA TpeBbIaTh 3TanoH GY .

Complies / CooTBETCTBYET

pH 7.51010.0./0t1 7,5 mo 10,0. 9.2
Particulate matter / Mexanu4ecKkue BKJII0YeHHsA
Visible particles / Should be absent/ JlomkHb! OTCYTCTBOBAaTh Absent /OTCYTCTBYIOT
Buoumvie vacmuyu:
Subvisible particles /
Hesuoumeie uacmuypl
>10 pm particles/ Not more than 6000/vial; / 79 / vial
Yacrun pazmepom > 10 MkM He 6onee 6000 Ha ¢nakoH; 79 / pnaxon
>25 um particles/ Not more than 600/vial. / 0/ vial
Yacrtur pazMepoMm > 25 MKM He 6onee 600 Ha ¢rakoH. 0/ pnakon
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K3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / HOKA3ATEJIN

| SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Related substances / PoncTBeHHbIe npuMecH

2-aminopyridine /
2-aMUHOIIMPHANH

Individual unidentified impurity /
Ennnnynas

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

Not more than 0.5 %; / He Gonee 0,5 %,;

Below LOQ (LOQ = 0.05 %) /
Hwxe npenena Koam4ecTBEHHOTO
omnpenenerus (ITKO = 0.05 %)

%0.1

HenAeHTH)ULUPOBAHHAS IPUMECH
Total impurities / Not more than 1.0 %. / He 6omee 1,0 %. %0.1
Cymma npumeceit
Uniformity of dosage units / The Acceptance value (AV) should be not AV=1.2 (n=10)
OnHOpoOaHOCTH J03HPOBAHHSA more  than 15.0. /  Tlokasarens

npuemneMoctd (AV) nomxeH ObITh He

ooiee 15,0.
Water /Boaa Not more than 3.0 %. / He 6onee 3,0 %. 1.4 %

Bacterial endotoxins /
BakrepnajibHble 3HI0TOKCHHBI

Not more than 1 EU/mg of tenoxicam. /
He 605ee 1 ED/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<0.128 ED/ Mr

HaTpus MeTabuCyNb(GHTa OT HOMHHAJIBHOTO
COZIEPKaHUS.

Sterility /CrepuiabHocTb Should be sterile. / J[lomkxeH ObITh Sterile / Crepusien
CTEPUIILHBIM.
Assay / KonnuecTBeHHOe ompee/ieHne
Tenoxicam / Tenokcukam 90.0% to 110.0% of Ci3H1iN3OsS;
(tenoxicam) of label claim. / Ot 90,0 % no 99.1 %
110,0 % Ci3H1iN3O4S, (TeHOKCHKaMm) OT e
HOMHHAJIBHOTO COZIEPIKaHHSL.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampusa memabucynopum of the label claim. / Ot 85,0 % mo 110,0 % 99.9 %

3/5



38X GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

ITo 20 Mr TeHokcHKamMa BO (rakoH u3

0ecIBEeTHOrO cTekiia MM I,
YKYTIOPEHHBIH MpooKoi u3
OpoMOYTHIOBOH  pe3uHbl,  oOXKaToii

AIFOMUHUEBBIM KOJIMAYKOM C KOHTPOJIEM
IEpBOr0 BCKPBITHA W  IUIACTUKOBBIM

TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
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. /
IlepByyHas ynakoBka

ITo 20 Mr TeHOKcHMKaMa BO (JIakoH U3

0GeCIBETHOTO CTeKIa THII I,
YKYHNOPEHHBIH npoOKoi u3
O6pomMOyTHnOBOM  pe3uHbl,  obxaroii

QIHOMHUHUEBBIM KOJIMTAYKOM C KOHTPOJIEM
HEPBOr0 BCKPBITHA W IUIACTHKOBBIM

KOMIIJICKTA

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 ynakoBka

Ilo 1 ¢makoHy c mnpemapatom u 1
amIyJe C pacTBOPUTEIEM IOMEMIAIT B
KacceTy U3 MOJTMBUHUWIXIIOPUIA.

Mo 3 d¢nakona c mpemaparoM u 3
aMITyJIBl C PAaCTBOPHTENIEM TTOMEINAIOT B
KacceTy U3 MOJUBUHIIXIIOPUIA.

1 kacceTy BMecTe C MHCTpPyKLHe#l Mo
OPUMEHEHHI0 TIOMEIAloT B  HauKy

KapTOHHYIO.

IICKOM HOBEPX AFOMHHHUEBOTO | THCKOM HoBEpX AIFOMHHIEBOTO
KOJIITayKa. KOJIIauKa.
Shelf-life/ Cpox roasocTu 3 years. / 3 rona.
KIT / KOMILUIEKT
TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATBI
Kit package / ¥YmaxoBka | 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. /

Bropuunas ynakoBka

Ilo 3 d¢nakona c mnpemapatroM u 3
aMITyJIbl C PACTBOPHUTEINIEM MOMEINAOT B
KacceTy W3 TOJIMBUHIIXJIOpHOa. 1
KacceTy BMECTe C HHCTPYKIHEH 10
MPUMEHEHUI0 IOMEINAIT B MayKy

KapTOHHYIO.

Labeling/ MapxupoBka

According to the ND. / B cootBeTcTBHI
C HOPMaTUBHOM TOKYMEHTaIHEN.

Complies as prescribed / CooTBeTCTBYET
TpeGOBaHHAM
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SSGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Kit storage /
XpaHeHne 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. /

Jlns ynakoBku 1o 1 ¢yiakoHy ¢ mpenaparoM M 1 amiyJjie ¢ paCTBOPUTEIEM B
Kaccere:

B opuruHaneHo# ynakoBke ((rakoH ¢ npenapaToM U aMITysia ¢ paCTBOPUTENIEM B
nayke) pu Temneparype He Boiie 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 yriakoBky 110 3 diiakoHa ¢ mpenapaToM U 3 aMIIyiibl ¢ pPaCTBOPUTETIEM B
Kaccere:

B opurunansHo# ynakoBke ((hrakoHbI C IpeTapaToM U aMITyJIbl C paCTBOPUTENEM B
rayvke) Mpu TeMneparype He Boie 25 °C.

Kit shelf life /
Cpok roaHocTH KOMILIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok roqHOCTH KOMIUIEKTa OHPEAENSIETCS CPOKOM TOAHOCTH
JIeKapCTBEHHOTO Mpemnaparta Ijisi MEAULIMHCKOTO TIPUMEHEHHS.

Assessment: / 3aKJIOYeHHUE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cOOTBETCTBYET TpeOOBaHIAM HOpMaTHBHOTO HokyMenTa JIC-000295-160721.

H. MEHVES TURKELI

LGPk

GEh@@TKMVP‘*Z‘ﬁ%‘%
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBanue npenaparta Bopa niist nHbeKUMii (pacTBOPUTEJIB)
Batch no./ Homep cepuu 12D16
Amount of product per batch / Pazmep 90369
cepun
Date of Control / laTa anaau3a 02/2022
Manufacturing date / lata npon3BoacTBa 04/2021
Expiry date //laTa okOH4YaHHSs CPOKa 03/2026
TOAHOCTH
Water for injections (solvent) / Boaa njst nHbekuuii (pacTBopHTEb)
TESTS / IIOKA3ATEJIXA SPECIFICATIONS / HOPMbI RESULTS / PE3YJBbTATHI

Description /Onucanue

Clear, colourless liquid without odor. /
ITpo3paunas GeclBeTHAS KUAKOCTH 0€3
3amaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexann4yecKHe BKIIOYEHHSA

Visible particles / Should be absent. / JIo;KHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumvie yvacmuyw
Sub visible particles /
Heguoumvlre uacmuyw
>10 pm particles / Not more than 6000 particles per ampoule; / 1
yactul pasmepoM > 10 mxm | He 6onee 6000 Ha amimyy;
>25 um particles / Not more than 600 particles per ampoule. / 0
4acTull pazMepoM > 25 kM | He Gonee 600 Ha amiryoy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KucaorHocTh M m1e109HOCTD Hcnbityemslit o6pasel NoKeH BhIIEpKUBATh
HCIIBITAHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
BoccranasimnBalomue HcnbiTyemblii 06paser N0/KeH BBIIEp)KUBATh
BelIeCTBa UCTIBITAHUE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTcTBYeT
Yraepona nuoxkcua / He nomkHO OBITh IOMYTHEHHS B TEUEHHE
1 yaca.
Chlorides/ Xnopunni 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)
Hutpatsl 1 HUTPHUTBI He 6omnee 0,00002 % (0,2 ppm).
Sulphates / Cyabdatsi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teuenne He MeHee 1 yaca He JOJKHO
HaOMOIaThCS TIOMY THEHUE.
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SS GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS /TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Ammonium / AMMoHHii Not more than 0.6 ppm. / He 6oiee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET

Kaasuuii u maramii

violet hue). / lomkHO HabMrHOATHCS YHUCTO
cuHee okparuBanue (6e3 HroneToBoro
OTTEHKa).

Heavy metals/ Tsikesbie
MeTaLIbl

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%. 0.001 %
Cyxoii ocraTok

Conductivity / Not more than 25 pS/cm. / 9 uS/cm./
DJIeKTPONPOBOAHOCTD He Gomee 25 MmxCwm/cM. 9 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BJaexaeMblii 00beM He MeHee HOMHHAITBHOTO (HE MeHee 2 MI). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTepuaJjbHble 3HI0TOKCHHBbI | injections. / He 6onee 0,25 EQ/mMn Bogp! [uis <25E3/Mn

VHBEKIINMN.

Sterility / CTrepujbHocTb

Should be sterile. / JlomkHa GBITh CTEPUIBHOM.

Sterile / CrepuibHoO.

Packaging / Ynakoska

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. /
IlepBr4Has ynakoBKa

ITo 2 mn pactBOpuTeNs (Boma IJisi HHBEKIUIT) B
ammyny w3 OecuserHoro crekia, tun I. Ha
BEpXHE YaCTH aMmImynibl HaHeceHa TO4YKa
paznoMa OpamKeBOTO 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. /
IlepBuyHas ynakoBka

ITo 2 mn pactBoputens (Boma Ui
HHBEKIWI) B  aMIyly U3
OecrBerHoro crekna, taun 1. Ha
BEpXHEM YacTH aMITyJbl HaHeceHa
TOYKA pa3ioMa OPaHKEBOTO I[BETA.

Shelf-life / Cpox roanoctu

5 years. / 5 ner.

Assessment: / 3aKiroyeHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeOOBaHMAM HOpMaTUBHOTO foKyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

GE@ NPHARMA
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaunmeHoBaHue npenapata Bona nns nabexnmii (pacTBOpPUTEDb)
Batch no./ Homep cepun 12D18
Amount of product per batch / Pazmep 90524
cepun
Date of Control / lata anaiu3a 03/2022
Manufacturing date / [lata npou3BoacTsa 04/2021
Expiry date /IaTa okoHYaHHS CPOKa 03/2026
TOAHOCTH
Water for injections (solvent) / Bona ni1s unbexumii (pacrBopuTen)
TESTS / IOKA3ATEJHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

Description /Onucanue

Clear, colourless liquid without odor. /
[Ipo3paynas GecLBeTHas HKUIKOCTH O€3
3amaxa.

Complies / CooTBETCTBYET

Particulate matter / MexaHn4yeckHe BKJIIOYEHHUS

Visible particles / Should be absent. / JIoKHBI OTCYTCTBOBATB. Absent / OTCyTCTBYIOT
Buodumwvie uacmuyol
Sub visible particles /
Hesudumvie uacmuywr-
>10 pm particles / Not more than 6000 particles per ampoule; / 19
yactul pazmepoM > 10 mxMm | He 6onee 6000 Ha ammyiy;
>25 pm particles / Not more than 600 particles per ampoule. / 2

YacTUIl pa3MepoM > 25 MKM

He 6onee 600 Ha ammyty.

Acidity and alkalinity /
KHCJI0THOCTD H IIEJI0YHOCTh

Test sample should pass the test. /
HcnbiTyeMslii 0Opasel NoKeH BbIIEp)KUBATh
HCTIBITaHHE.

Complies / CooTBeTCTBYET

Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccranasinBalomue HcnpiTyeMslit oOpa3el; TOMKeH BbIICpPKUBATh
BelllecTBa UCTIBITaHME.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepona AMoKcUa / He nomxHO ObITH MOMYTHEHHS B TeUECHHE

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

1 h. / B TeueHne He MeHee 1 yaca He NODKHO
HabMIOOaTHCs IOMYTHEHHE.
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIN3A

TESTS / MOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Ammonium / AMMonuii 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

Kajbuuii 1 Maramii

violet hue). / JIomxHO HabIHOAATHCSA YUCTO
cuHee okpamuBanue (6e3 GpuoneToBoro
OTTEHKA).

Heavy metals/ Tsa:xeanle
MeTaJJIbI

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 6oxnee 0,004%. 0.0003 %

Cyxoii ocTaTok

Conductivity / Not more than 25 puS/cm. / 1 uS/cm./

JJ1eKTpPONnpoOBOIHOCTh He 6onee 25 mxCwm/cm. 1 MmxCwm/cm.

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

H3Baexaemblii 06beM He MeHee HOMUHATBEHOTO (HEe MeHee 2 MT). 2 M

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

BakrepnaabsHbie SHI0TOKCHHBI | injections. / He Gonee 0,25 ED/Mn Bomsl ans <25ED/wMn
WHBEKLUN.

Sterility / CtepuiabHocTb Should be sterile. / [lomkHa GBITH CTEPHIIHHOM. Sterile / CtepunbHo.

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. /
IMepBuyHas ymakoBKa

ITo 2 M pacTBopHTENS (BOIA A MHBEKIHIA) B
ammmyny u3 OecuBeTHoro crekxma, tum 1. Ha
BepXHeil YacTW aMmyJbl HaHeceHa TOYKa
pasiomMa 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. /
[lepBuyHas ynakoBKa

IMo 2 Mn pactBOpuTens (Boma mis
WHBEKIM) B amMmyny — u3
OecuBeTHoro crekya, Tmn 1. Ha
BEpXHE 49acTh aMITyJibl HaHECEHa
TOYKA pa3jioMa OpPaHKEBOTO IIBETA.

Shelf-life / Cpok roanocTn

5 years. /5 ner.

Assessment: / 3aKJIOueHHUE:

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

Ali Ethemoglu

Qulity Control Supervisor
%g (s

[
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmenoBaHue npenaparta Boaa nnsi uHBeKuMii (PacTBOPHTEIID)
Batch no./ Homep cepuu 12D19
Amount of product per batch / Pazmep 91702
cepuH
Date of Control / laTa ananu3za 03/2022
Manufacturing date / llata npou3BoacTBa 04/2021
Expiry date /[laTa oxkoOH4aHHs CPOKa 03/2026
TOHOCTH
Water for injections (solvent) / Boaga nas nHbekuuii (pacTBopuTeb)
TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3YJBbTATbBI

Description /Onucanne

Clear, colourless liquid without odor. /
IMpospaunast GecLBETHAs KHAKOCTH O3
3amaxa.

Complies / CooTBeTcTBYET

Particulate matter / Mexanu4eckue BKJIIOYEHHS

Visible particles / Should be absent. / JIoKHBI OTCYTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumvie uvacmuyp:
Sub visible particles /
Heguoumvle uacmuyoi
>10 pm particles / Not more than 6000 particles per ampoule; / 19

YyacTHl pazMepoM > 10 MM

>25 pum particles /
YaCTHLL pa3MEPOM > 25 MKM

He 6onee 6000 Ha amITyITy;

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

Acidity and alkalinity /
KucioTHOCTD M LIEJI0YHOCTD

Test sample should pass the test. /
HcnbiTyeMsiii o6paser; mommKeH BHIIEp)KIBATh
HCTIBITaHUE.

Complies / CooTBeTCTBYET

Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccranaBausalomme HcneiTyeMblif 0Opaser TOMKeH BhIIep)KUBATh
BellleCTBA WCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBETCTBYET
Yraepona iMokcua / He nomxHO ObITH IOMYTHEHUSI B TEUEHHE

1 yaca.
Chlorides/ Xnopuabl 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 M HHTPHTLI

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

Sulphates / Cyasdatsi

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee 1 Yyaca He JOJKHO
HaOJIFOAATHCS TIOMYTHEHHE.

Complies / CooTBEeTCTBYET
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / ITIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Ammonium / AMMOHHIH 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). / JJomxHO HaOIIOOATHCS YACTO
cuHee okpauBanue (6e3 ¢proneToBoro
OTTEHKA).

Heavy metals/ Tszxennle Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
MeTaLIbI He 6omnee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.003 %

Cyxoii ocTaToxk

Conductivity / Not more than 25 pS/cm. / 1 uS/em./
DJIeKTPONPOBOAHOCTH He Gonee 25 mxCwm/cM. 1 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3Baexaembliii 00beM He MeHee HOMMHAIBHOTO (HE MEHee 2 MI). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BaxrtepnaabHble 3HA0TOKCHHBI | injections. / He Gonee 0,25 ED/Mn Boap! mis <25ED/Mn

UHBEKIINI.

Sterility / CtepuiabHocTh

Should be sterile. / [lomkHa OBITH CTEPUITBEHOIA.

Sterile / CrepuiipHO.

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. /
IlepBrynas yrmakoBKa

ITo 2 mu pactBOpuTeNs (Bona A MHBEKLIUI) B
ammyny u3 OecrperHoro crekna, tan I. Ha
BEepXHEll YacTH ammynbl HaHEceHa TOodYKa
paziioMa 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. /
IlepBuuHas ynakoBka

ITo 2 mn pactBopuTens (Boma Hjist
HHBEKLMI) B ammynry - U3
OeciBerHoro crekia, tun I. Ha
BEpXHEW YacTW aMITyJibl HaHeceHa
TOYKA pa3ioMa OpaH)KEBOTO I[BETA.

Shelf-life / Cpox rognocTu

5 years. /5 ner.

Assessment: / 3aKIIOuUeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTBYET TpeOOBaHMAM HOpMaTuBHOro nokymeHrta JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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