&3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Name of Product/
HanmeHoBaHMe npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pa3mep cepun

Date of Control / laTa anaan3a

Manufacturing date / laTa
MPOU3BOACTBA

Expiry date /1aTa oxoH4YaHHS
CpOKa roAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/I®, ioduan3aT AJs NPUroTOBJIEHHsI pacTBOPa sl

HHBbEKIHi, 20 Mr
22A02151A

41.506,000

03.2022
01.2022

12.2024

3€JICHOBATBIM OTTCHKOM IIBETA.

RESULTS /
TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMBI PE3YJILTATHI
Appearance / Onucaune Yellow with greenish tint lyophilized powder. /
JinodpunusupoBanneli nopomok kenroro ¢ | Complies / CooTBeTcTBYET

Identification / IloaauHHOCTH

Tenoxicam by HPLC /
Tenoxcuxam (B2KX)

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
yAepKUBaHUA MiKa  TEHOKCHMKaMa  Ha
XpoMaTorpamme HCTIBITYEMOTO pactBopa
JIOJDKHO COOTBETCTBOBATh BpeMEeHH
yIePKUBAHUS MAKa  TEHOKCHMKaMa  Ha
XpoMaTorpaMme CTaHIapTHOTO pacTBopa (CM.
«PoncTBeHHbIE PHMECH, OTIpefieNICHIE
€OVHUYHBIX TNpuMeceli M CyMMBl IpUMECEH
(254 uMm)).

Complies / CooTBeTCTBYET

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

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
MOTJIONIEHHU HCIIBITYEMOTO pacTBopa,
MPUTOTOBJIEHHOTO Ui KOJWYECTBEHHOTO
ompezenenus, B obmacti ot 230 oM 1o 400 HM
JIOJDKEH MMETh MAaKCHMyMbl TPH JJIMHAX BOJH
257 + 2um, 285 £ 2uM U 368 £ 2HM (cm.
«KonuuecTBeHHOE OTIpeeIeHHe TEHOKCHKaMay ).

Complies / CooTBETCTBYET
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K3 GPh

GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A
RESULTS/
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMBbI PE3YJIBTATHI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak
Hampus memabucynvpum 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 NUKa Complies / CooTserctayer

HaTpus MerabucynbGuTa Ha XpoMarorpaMme
HCIIBITYEMOT0 pacTtBopa JOJDKHO
COOTBETCTBOBaTh BPEMEHU YIEPKMBAHWS ITHKa
Hatpusi MerabucynbGuTa Ha XpoMaTorpaMme
craiaaptHoro pacrBopa (cM. «KonmdectBeHHOE
omnpereneHue HaTpusi MeTabucymbduTay).

Not more than 60 seconds. / He 6Gomee 60
CEeKYHII.

Dissolving time / Bpemst
pacTBOpeHHs

42 sec / 42 cex

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapat
JIOJDKEH PacTBOPATHCA MOJIHOCTBIO c
OTCYTCTBMEM HEPaCTBOPSHHBIX 4YacTHL, 0Oe3
BUIMMBIX MEXaHMYECKHUX BKIIIOYeHMi. PacTtBOp
DOJDKEH OBITH IPO3PaYHbIM.

Appearance of Reconstituted
solution / Onucanue

BOCCTAHOBJICHHOI'0 PAaCTBOpa
Complies / CooTBETCTByET

The product solution should be clear. / PactBop-
npenapara J0JKEH ObITh TIPO3PavHbIM.

Solution clarity /

Complies / CooTBeTCTBYET
IIpo3pauHocTh pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY . / CteneHp OKpacKy pacTBOpa npernapara He
JIOJDKHA TIpeBbIMaTh 3TanoH GY .

pH 7.51010.0./0t1 7,5 no 10,0. 9.1

Solution Color /

Igernocts, pacrropa Complies / CooTBeTCTByET

Particulate matter / MexaHuuyeckHue BKJIIOYEHHS

?srble particles / Should be absent/ JlomkHBI OTCYTCTBOBaTh Absent /OTcyTeTBYIOT
UOUMbLE YACTUYb]
Subvisible particles /
Hesuoumvie uacmuywl
>10 pm particles/ Not more than 6000/vial; / 24 / vial
Yacrurr pasmepoM > 10 MkM He 6onee 6000 Ha ¢uiakos; 24 / pmakoH
>25 um particles/ Not more than 600/vial. / 0/ vial
Yacruil pasmMepoM > 25 MKM He 6onee 600 Ha ¢axoH. 0/ dpnaxon
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TESTS / HOKA3ATEJIHA

l SPECIFICATIONS / HOPMBI

I

RESULTS / PE3YJIbTATHI

Related substances / PoacTBennbie

NpHMecH

2-aminopyridine /
2-aMUHOTIMPUIIUH

Individual unidentified impurity /

EnunnyHas
HeuaeHTHOUIHMPOBAHHAs TPUMECh

Total impurities /
Cymma npumeceii

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

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

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

Below LOQ (LOQ = 0.05 %) /
Hwxe npenena KoNH4eCTBEHHOTO
onpeznenenus (ITKO = 0.05 %)

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

Hwxe npenena konn4ecTBEHHOTO
onpenenenus ([TKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=3.6 (n=10)
OxHOpPOAHOCTH 103HPOBAHMS more than 15.0. /  Iloxa3arenb

npuemieMoctd (AV) nomkeH ObITh He

6onee 15,0.
Water /Boga Not more than 3.0 %. / He 6omee 3,0 %. 1.3%
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg /

Balcrepna.nbnble SHAOTOKCHHbI

He 6onee 1 ED/Mr TeHOKCHKaMa.

<0.128 EQ/ Mr

Sterility /CrepnabHocTh Should be sterile. / JlomkeH ObITh Sterile / Crepuren
CTEpPIIIBHBIM.
Assay / KonrnuecTBeHHOe oIpeesieHHe
Tenoxicam / Tenokcuxkam 90.0% to 110.0% of CisHiiN304S;
(tenoxicam) of label claim. / Ot 90,0 % mo 99.1 %
110,0 % C13H11N304S; (TEHOKCHKaM) OT e
HOMHUHAJIBHOTO COZEPKaHHsI.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampusa memaoducyavpum of the label claim. / Ot 85,0 % mo 110,0 % 98.5 %

HaTpus MeTabucyIb(pUTa OT HOMHHAITBHOTO
cozlepXKaHusl.
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X GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIU3A

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 yrakoBka

ITo 20 Mr TeHOKcHMKama BO (UIAaKOH U3

6eciBeTHOrO CTeKIa THUI I,
YKYTIOPEHHBIH npobKoi u3
OpoMOYTHIOBOW  pe3wHBl,  OOXaToM

AJIIOMUHHUEBBIM KOJIIIAYKOM C KOHTPOJIEM
IEPBOI0  BCKPBITHA U IUTACTUKOBBIM

TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI 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. /
IlepBryHas ynakoBka

ITo 20 Mr TeHokcukama BO (JakoH H3

0ecIBETHOTO cTeKIia THIT I,
YKYIIOPEHHBIH npoOKoi u3
OpomOyTIIIOBOI  pe3mHBI,  OOXaroii

ATIOMUHUCBBIM KOJIIMAYKOM C KOHTPOJIEM
NEPBOr0  BCKPBITHA MW  TUIACTUKOBBIM

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

I[lo 1 ¢unakoHy ¢ mnpemapatoM u 1
aMIlyJie C PacTBOPHUTEIEM MOMELIAT B
KacceTy W3 MOJNBUHIIXJIOPHIA.

I[lo 3 ¢makona c mnpemapatoM u 3
aMITyJibl C PacTBOPUTENIEM MOMEMIAIOT B
KacceTy M3 HOJNMBUHIIXIIOPHIA.

1 kacceTy BMecTe C HMHCTpyKLHEH IO
NIPUMEHEHUIO IIOMEIIAlOT B IIAuKy

KapTOHHYO.

JIVICKOM TIOBEPX QTFOMHUHUEBOTO | AUCKOM TIOBEPX ATFOMHHHUEBOTO
KOJIMayKa. KOJIITauKa.
Shelf-life/ Cpox rognoctu 3 years. / 3 rona.
KIT / KOMILJIEKT
TESTS /TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Kit package / YmnakoBka | 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. /

Bropununas ynakoBka

Ilo 3 ¢nakona c¢ mnpemaparoM u 3
aMITyJIbl C PACTBOPHTENEM MOMEUIAIT B
KacceTy W3 TONMBUHWIXJOpHAa. |
KacceTy BMECT€ ¢ UHCTPYKIMeH mno
NPHMEHEHUIO TOMELIAl0T B  MauKy

KapTOHHYIO.

Labeling/ MapkupoBka

According to the ND. / B cooTBeTcTBUAM
C HOpPMaTUBHO JOKYMEHTalUeH.

Complies as prescribed / CooTBeTCTBYET
TpeGoBaHUAM
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Kit storage /
XpaHeHHe KOMILIEKTA

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 yriakoBkd 1o 1 durakoHy € IIpenapaToM U 1 aMImyjie ¢ pacCTBOPUTEIEM B
KacceTe:

B opuruHansHoO# ymakoBke ((JIaKkoH ¢ IpenapaToM U aMIlyJia ¢ paCTBOPUTENEM B
mayke) IpH TeMieparype He Boie 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 yriakoBKY 0O 3 (h1akoHa ¢ NpenapaToM 1 3 aMITyJibl C PACTBOPHTENIEM B
Kaccere:

B opuruHaisHol yrnakoBke ((pIakoHBI ¢ MpernapaToM U aMITyJIbl C PACTBOPHTENEM B
mavuke) mpu TeMneparype He Bonue 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 rona. Cpok roJJHOCTH KOMIUIEKTa ONpeesieTcss CPOKOM rOIHOCTH
JIEKAPCTBEHHOTO Mpernapara Uil MEAULHCKOTO IPUMEHEHNS.

Assessment: / 3akJIoueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYeT TpeOOBaHUsIM HOpMaTUBHOTO HokyMeHTa JIC-000295-160721.

H. MEHVES TURKE!

Serh

GEIs A4S hkma
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIN3A

Name of Product/
HaunmeHoBaHuUe npenapara

Water for injections (solvent) /

Boaa nasi unbexumii (pacTBOpHTEIb)

Batch no./ Homep cepun 12D7
Amount of product per batch / Pazmep 91306
cepun
Date of Control / Iata ananusa 02/2022
Manufacturing date / lata npon3BoacTsa 04/2021
Expiry date /[laTa oxkoH4aHHUsI CPOKa 03/2026
TOHOCTH
Water for injections (solvent) / Bona nis unbexumii (pacTBopUTE/Ib)
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
Description /Onuncanne Clear, colourless liquid without odor. / Complies / CooTBeTcTBYET
Ipo3pauHas OeciBeTHAs )KUIKOCTH O3
3amaxa.
Particulate matter / Mexanu4ecKue BKJIIO4YEHHS
Visible particles / Should be absent. / JIokKHBI OTCYTCTBOBATb. Absent / OTcyTcTBYIOT
Buoumvie yacmuywl
Sub visible particles /
Hesuoumvie yacmuypol
>10 um particles / Not more than 6000 particles per ampoule; / 33
gactur] pasMepoM > 10 MM | He Gonee 6000 Ha ammyy;
>25 pm particles / Not more than 600 particles per ampoule. / 1
yacTuIl pasMepoM > 25 MkM | He Gonee 600 Ha amimyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KHCIOTHOCTB H L1€J0YHOCTH HcmrTyemsblit 06paselt 1OIKeH BbIIEpKHUBATh
WCTIBITaHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBy€ET
Boccranas/imBaromue HcneiTyemslii o6pasell f0o/keH BbIAECPKUBATH
BellecTBa WCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTcTBy€ET
Yraepoaa AHOKCHI / He momkHO OBITH HOMYTHEHHS B TeUESHHE
1 vaca.
Chlorides/ Xaopuabi 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)
HutpaTtsl U HUTPUTBI He 6onee 0,00002 % (0,2 ppm).
No turbidity should occur within not less than Complies / CooTBeTcTBY€ET

Sulphates / CyabdaTtsi

1 h. / B Teuenne He MeHee 1 yaca He HODKHO
HaOJI0AaTHCA IOMYTHEHHE.
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

TESTS / TOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI
Ammonium / AMMoH#mii 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 # Maramii

violet hue). / JTomkxHO HaOMOAATECSA YHCTO
cuHee okpamrBaHue (6e3 GHoIeTOBOro
OTTEHKA).

Heavy metals/ Tstxennie
MeTAJJIbI

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 6o5ee 0,004%. 0.000 %

Cyxoii ocTaTox

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

DJIeKTPeNpOBOAHOCTD He 6onee 25 MxCm/cM. 3 MmxCwm/cm.

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

H3Baekaemblii 00bem He MeHee HOMUHANBHOTO (HE MEHee 2 MII). 2 M

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

BakTepHaabHbIe 3HI0TOKCHHBI | injections. / He 6omnee 0,25 E9/Mn Boas! 1 <25ED/wMn
UHBEKIIA.

Sterility / CTepuibHOCTb Should be sterile. / [lomxHa ObITE CTEPIIBHOI. Sterile / CtepmibHo.

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. /
IlepBryHas ynakoBka

ITo 2 Mt pactBOpUTENS (BOAA Il UHBEKLIMIA) B
ammyny w3 OecuBerHoro creiia, tim 1. Ha
BepXHell YacTH aMmIyjibl HaHeceHa TO4YKa
pazioMa OpaHKeBOTO I(BETA.

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. /
IepBuyHas ynakoBka

Ilo 2 Mn pactBopuTens (Boma Ims
WHBEKLMI) B amIysny — u3
OecuperHoro crekya, tmn 1. Ha
BEepXHe!l YacTW aMITyJbl HaHeceHa
TOYKA pas3jioMa OPaHKEBOTO IIBETA.

Shelf-life / Cpox rognoctu

5 years. / 5 ner.

Assessment: / 3aKJIIOUEeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust cooTBeTCTBYET TpeOoBaHMAM HOpMaTuBHOrO NoKyMeHTa JIC-000295-160721.

Ali Ethemoglu
trol Supervisor
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanMeHoBaHHe npenapara Bona ansi uHBeKLMii (PaCTBOPHTEIID)
Batch no./ Homep cepuu 12D9
Amount of product per batch / Pazmep 92214
cepuH
Date of Control / laTa ananu3a 02/2022
Manufacturing date / /lata npou3BoacTsa 04/2021
Expiry date /laTa okoH4YaHHS CPOKa 03/2026
TOAHOCTH
Water for injections (solvent) / Boxa n1s unbexuuii (pacTBOpUTEJIb)
TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBbTATHI
Description /Onncanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
IIpo3paunas GecuBeTHAs KUIKOCTh 6€3
3amaxa.
Particulate matter / MexaHu4ecKHe BKJIIOYEHHS
Visible particles / Should be absent. / JIoJDKHBI OTCYTCTBOBATb. Absent / OTCYyTCTBYIOT
Buoumvie yacmuywi
Sub visible particles /
Heguoumvie yacmuyol
>10 pm particles / Not more than 6000 particles per ampoule; / 12
yactui pasmepoM > 10 MM | He 6onee 6000 Ha aMmyiy;
>25 um particles / Not more than 600 particles per ampoule. / 1
gacTul] pasMepom > 25 mkm | He 6ornee 600 Ha ammyy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KucioTHOCTD H 11EJI04YHOCTD HcnpiTyeMblii oOpaser] JoJKEH BbLAECPKUBATh
WCIIbITAHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccraHaBJInBalOLIHe HcrnbiTyeMbiii oOpasell 10KeH BBIIEPKHUBATh
BelllecTBa UCIIBITAHUE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepona nHoKcHa / He momxHO OBITH NOMYTHEHUS B TEUECHHE
1 4aca.
Chlorides/ Xnopuabi Not more than 0.5 ppm. / He 6osee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HuTpaThl H HUTPHTDI

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

Sulphates / CyabgaTtsl

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee 1 yaca HE JOJDKHO
HabmoaThCs MOMYTHEHHE.

Complies / CooTBeTCTByET
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

TESTS / NIOKA3ATEJIX

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATHI

Ammonium / AMMoHHiA

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

<0.6 ppm

Calcium and magnesium /
Kanbuuii 1 Maraui

Pure blue color should be observed (without a
violet hue). / JIomxHO HaOMFOAATHCA YUCTO
cHHee okpartuuBaHue (6e3 ¢proreToBoro
OTTEHKa).

Complies / CooTBeTcTBYET

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

METAJLIbI He 6omnee 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 uS/cm. / 3 uS/cm./

DJIeKTPONPOBOAHOCTH He 6onee 25 MxCwm/cMm. 3 MxCwm/cM.

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

H3BJexaemblii 00beM He MeHee HOMUHATBHOTO (HE MEHEe 2 MII). 2 M

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

BakrepuajbsHbie SHI0TOKCHHBbE | injections. / He Gomnee 0,25 ED/mit Bozs! mis <25ED/mMn
WHBEKLUIA.

Sterility / CtepuibHocTh Should be sterile. / JlJomkHa OBITH CTEPIIIBHOIM. Sterile / CrepuibHo.

Packaging / YnakoBka Primary package 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. /
IlepBuyHas ynakoBka

ITo 2 mn pactBopuTeNns (Bofa Ul MHBEKIIMI) B
amiyny u3 OeciBerHoro creksia, tvn I. Ha
BepXHell YacTH aMIyJbl HaHeceHa TOYKa
pazoMa OpamKeBOro IBeTa.

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

ITo 2 mMn pactBoputens (Boma mis
WHBEKLIWI) B aMmyny = u3
OeciserHoro crexia, tan I. Ha
BEpXHEil 9acTH aMITyJbl HaHeceHa
TOYKa Pa3ioMa OpaHKeBOTO I[BETA.

Shelf-life / Cpox roaHocTn

5 years. / 5 ner.

Assessment: / 3aK/IIOYeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBercTBYeT TpebOBaHUAM HOpMaTHUBHOIO NokyMmeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

G
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumMeHoBaHHe npenapara

Water for injections (solvent) /

Boaa nis uabexumii (pacTsopuTenb)

Batch no./ Homep cepun 12Dh11
Amount of product per batch / Pasmep 91624
cepHH
Date of Control / lata aHanu3a 02/2022
Manufacturing date / [lata npousBoacTBa 04/2021
Expiry date /laTa o0KOHYaHHS CPOKa 03/2026
TOXHOCTH
Water for injections (solvent) / Boaa a1a Hubexuuii (pacTBopHTeIib)
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIBTATHI

Description /Onucanne

Clear, colourless liquid without odor. /
IMpo3pavnas GecrpeTHas XKUAKOCT 6e3
3amaxa.

Complies / CooTBeTCTBYET

Particulate matter / MexaHn4yecKkHue BKJIIOYEHHS

Visible particles / Should be absent. / JIolokHBI 0TCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumvie yacmuywi
Sub visible particles /
Heguoumvle yacmuypl
>10 pm particles / Not more than 6000 particles per ampoule; / 1
yactui pasMepom > 10 mxm | He 6onee 6000 Ha ammyiy;
>25 pm particles / Not more than 600 particles per ampoule. / 0
gacTul pazMepoM > 25 mkm | He Gonee 600 Ha ammyay.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBETCTBYET
Kuc10THOCTD H 1€/109YHOCTH HcneiTyemblii oOpa3er TomKeH BBIIEPKUBATh
HCTIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccTanasiuBaromume HcneiTyemsiii 06pa3ell HOMmKeH BBIIEPKHBATh
BeHIecTBA HCTIBITAaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yriiepoaa AHOKCHI / He nOMKHO OBITH IOMYTHEHUS B TEYCHHE
1 yaca.
Chlorides/ Xaopuasi Not more than 0.5 ppm. / He 6otee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HurtpaTsl 1 HATPHTBI He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cyabgatbi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B TeueHne He MeHee 1 yaca He JOJDKHO
HaOJIOIaThCS IOMYTHEHHE.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIM3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

Ammonium / AMMOHHIA

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

<0.6 ppm

Calcium and magnesium /
Kanbumii 1 Maraui

Pure blue color should be observed (without a
violet hue). / JTomxHO HaGMIOAATHECS YHCTO
cuHee okpamuBanue (6e3 ¢proneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsuxesibie
MeTAJLIIbI

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 6onee 0,004%. 0.001 %
Cyxoii ocTaTok

Conductivity / Not more than 25 pS/cm. / 13 pS/em./
JIeKTPONpPOBOAHOCTD He 6onee 25 MxCwm/cm. 13 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BJexaemblii 00beM He Menee HOMHHAIBHOTO (HE MEHee 2 MI). 2 M1
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTepHajbHbIe FJHI0TOKCHHBI | injections. / He 6onee 0,25 ED/Mn Boxs! 11 <25EDQ/wMn

HHBEKITUM.

Sterility / CrepuabHocTb

Should be sterile. / JlomkHa OBITh CTEPUIBHOM.

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. /
IlepBryHas ynakoBKa

ITo 2 Mt pactBopHTENs (BOA IJisi HHBEKIIHIA) B
ammyny w3 OecrBerHoro crekia, tam I. Ha
BepXHeil YacTW aMmynbl HaHECeHa TOYKa
pasiiomMa OpaHXeBOTO IBETA.

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. /
IlepBruHas ynakoBka

ITo 2 Mn pactBOpHTENs (Boma s
WHBEKIMI) B ammysry — u3
OecupetHoro crexia, Tin 1. Ha
BEpXHeil YacTH aMIyJbl HaHeceHa
TOUKA pa3jioMa OPaHKEBOrO 11BETa.

Shelf-life / Cpox roanoctu

S years. / 5 ner.

Assessment: / 3aKiloueHuE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust cOOTBETCTBYET TpeOoBaHMsM HOpMaTUBHOro fokyMmenta JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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