QO
KYGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUDOHUKAT AHAJIU3A

Name of Product/
HarmmenoBsaHHe Mpenapara

Batch no./ Homep cepan

Amount of product per batch /
Pazmep cepun

Date of Centrol / laTa anannsa

Manufacturing date / faTa
NPOH3BOACTRA

Expiry date /lara oxoHanuda
€POKA rOAHOCTH

TESTS / IIOKA3ATEJINA

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJ®, nnothuan3ar a8 NPHIOTOBJAEHHN pacTBoOpa Aas

MHABEKLHI, 20 Mr
22H12081A
41.079,000

09.2022
09.2022

08.2025

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIBTATHI

| Appearance / Onucanue

Identification / llopauHuaOCTH

Tenaxicam by HPLC /
Tenoxcurxam (BIXX)

Yellow with greenish tint lyophilized powder. /
JImodunM3upoBaHHEI  TIOPOLIOK  KEJNTOTG ¢

3CJIICHOBATHIM OTTCHKOM LBCTA.

| 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
YAePKHBaHHA TMHKa  TeHOKCHKaMa  Ha
XPOMATOTPaMME HCTIBITYEMOTO pacTBopa
OOIDKHO COOTBETCTBOBATE BpEMeHn
yIAepKHBAHAS MHKA TEHOKCHKAMA  Ha
XPOMATOrpaMMe CTAHAAPTHOTO pacTBOpa (CM.
«PONCTBEHHBIC IPUMECIHDY, OLpEHCICHUE
eNMUHHYHBEIX TIpuMeceli M CYMMBI npHMecel
{254 nm)).

Complies / CooTBeTcTBYET

Complies / CooTBeTcTRYET

Tenoxicam by UV-
spectrophotometry / Tenoxcurxam
(Yo-

CREKMpodomoMempuYecKiil)

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). / VD-cnextp
TOT O HHA HCTIBITYEMOTO pacTBOpa,
TPHTOTORICHHOTO  [UIS KOJMYECTBCHHOIO
onpegenenns, B obnactu or 230 HM a0 400 nM
JOMKECH HMETh MaKCHMYMBI NPH JTTHHAX BOIH
257 + 2mm, 285 + 2uM u 368 £ 2Hm (cm.
«KonnuecTBeHHoe onpenenente TEHOKCHKaMay ).

Complies / CooTBeTCTRYET



Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / NOKA3ATEJHU

~ Sodium metabisulfite /
Hampua memabucyivpum

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJIBTATDI

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 yaepkHUBaHHA NHKa
Hatpud MeTabucynbgHuTa Ha XpoMaTorpaMme
HCIBITYEMOTO pacTeopa JOIDKHO
COOTBETCTBOBATE BPEMEHH YIESKUBAHHA MHKA
Harpua MeTabHucyabhura Ha XpOMarorpaMme
cTaHpapTHOro pactBopa (oM. «KonuuecTBeHHO®
onpelieNieHye HaTpHA MeTabHuCynbdrTay ).

Complies / CooTReTcTRYET

' 'Disso_lving time / Bpems
PacTBOpEeHHS

Not more than 60 seconds. / He Gomee 60
CeKyHA,.

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOTO pacTBopa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / TIpenapar
TOTDKEH pacTBOPATHCA TONHOCTEI0 c
OTCYTCTBMEM HEPACTBOPEHHBIX dacThl, Oe3
BHAVMBIX MeXaHW4YecKHX BKmoucHuid. Pacteop
TIOJDKEH OBITH MPO3PayvHbIM.

27 sec/ 27 cex

Complies / Cootsercryer

Solation clarity /
Ipo3paunocTs pacTBOpa

The product solution should be clear. / Pacteop
npenapara AOKCH OBITE MPO3PauHbIM,

Solution Celor /
[BeTHOCTH pacTBOPA

The product solution should not be more
intensively colored than the reference solution
GY). / CteneHp oKpacKH pacTBOpa Ipernapara He
JIOJKHA TIPeBRBIIATE 3TanoH GY).

IpH

7.51t010.0. /Ot 7.5 70 10,0.

Particulate matter / MexaHn4eckHe BKIKYEH NS

Visible particles /
Buoumsie vacmuynt

Subvisible particles /
Hesgudumbre wacmuyu

=10 pum particles/

YacTun pasmepom > 10 MKM

=25 um particles/
YacTi pazMepoM > 25 MKM

| Should be absent/ JlonsxHbB OTCYTCTBOBATE

Not more than 6000/vial; /
He 6onee 6000 na duakos;

Not more than 600/vial. /
He Gonee 600 Ha GuakoH,

Complies / CootsercByeT

Complies / CooTBeTcTBYET

9.1

Absent /OTCyTCTRYIOT

64 / vial
64 / daxoH

1/ vial
1 / pmaxon
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e
KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

Related substances / Poacreennbie

' Bacterial endotoxins /

2-aminopyridine /
2-aMHHONHPHINH

Individual unidentified impurity /
Eanunanas
HEHEHTHOHUIHPOBAHHAS TIPHMECH
Total impurities /

Cymma nprveceii

I Uniformity of dosage units /
OanoepoaHocTs 103HPOBAHKS

Water /Bona

| SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATEI

HpPHMECH

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

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

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

Not detected / He obnapy#ena

Not detected / He oOHapyxeHa

Not detected / He o6Hapyxena

more

| The Acceptance value (AV) should be not AV=1.6 (n=10)
than 15.0. /  Tlokaszarens
npuemiaemMoctd  (AV) FokeH OBITh He
oonee 15,0.
| Not more than 3.0 %. / Ie Gonee 3,0 %. 1.8%

Bamepﬂa.nbﬂue JHAOTOKCHHEI

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 E3/Mr TeHoKCcHKaMa,

| Saility /CTrepHIbLHOCTE

Assay / KoimiecTBeHHoe onpenene

<(.128 EU/mg /
<0.128 EQ/ mr

Sterile / Ctepien

Tenoxicam / Tenoxcuxam

(tenoxicam) of label claim. / Ot 90,0 % 1o
110,0 % CisHiN304S2 (TeHOKCHKam) ot
HOMHHANBHOTO COACPKAHMS,

Sodium metabisulfite /
Hampun memuatucyavium

Should be sterile. / JHomxen BbiTh |
CTEPHIILHBIM,

HHE

90.0% to 110.0% of CjaHiNsO4S;

99.8 %

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Ot 85,0 % mo 110,0 %
HATpui MeTabHCYNBOUTA OT HOMUHATTBEHOTO
COJEPKAHHS.

97.8%
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Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®HKAT 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. /
HepBrauHas Y O3KOBKA

[To 20 Mr TeHOKCHKama BO (MIAKOH W3

OecLBETHOTO CTeKIIa THI 1,
YKYIOPEHHBIA rpodkoii H3
OpoMOyTHnoBol  pesuubl,  obxaTol

AITIOMHHHCBBIM KOJIIAYKOM C KOHTPOIEM
OEPBOro BCKPBITHA W INACTHKOBBIM

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMEI RESULTS / PE3VJBTATHL |
Package / Ynakoska 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. /
IlepBryHad yIaKOBKa

ITo 20 mMr TeHokcHkaMa BO (UIAKOH M3

OecLBETHOTO cTeKIa THII I
YEYHNOPEHHBIA podkoit H3
OpomOyTHnoBOii  pesuHBl,  obikaroit

ATFOMHPHHCBEIM KONTIAYKOM ¢ KOHTPOJIIEM
HEPBOr0g BCKPRITHUA W INMACTHKOBBIM

IHCKOM HOBEPX AMOMHHHUEBOTO | AUCKOM HOBEpX ANIOMHHHEBOTO
[ KOJINAYKA. KOMMadKa,
Shelf-life/ Cpox remaocTn 3 years. / 3 ropa.
KIT / KOMILUIEKT
| TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBI _ RESULTS / PE3YJIBTATBL |
Kit package / YnakoBka | Secon ackage Secondary package :
KOMHJIEKTA 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 polyvinyl
chloride cassette.

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

Bropynytas ynakopka

I[To 1 ¢nakony ¢ mnpemaparoM u 1
aAMITyTIe ¢ PACTBOPUTENEM MOMELIAIOT B
KACCeTy 3 IOTMBHHIUTXITOPHIA.

I[Io 3 d¢makona ¢ mnpenapatoMm W 3
AMITYTIEI ¢ PACTROPHTENEM TIOMEIIAIOT B
KACCETY M3 NOMMBHHUIXTOPHIA.

| xaccery BMecTe ¢ HHCTPYKLHEH MmO
TIPHMEHEHHIO TIOMELIAl0T B Nauky

KapTOHHYH0.

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

Bropuusas YIAKOBKA

[lo 3 ¢aakona c npenaparoM W 3
aMITyJibl ¢ PACTBOPHTEJIEM MOMELNAIT B
KacceTy ¥3 MONMBHHMIXNOpHzAa. |
KacCceTy BMECTe ¢ HWHCTPYKIMCH 1o
HOpUMEHEHHID [IOMEIAKT B IAYKY

KapTOHHY1O0.
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e
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Labeling/ MapkHpoBKa According to the ND. / B cooteercTeHn | Complies as prescribed / CooTreTcTByer |
¢ HOPMATHBHOM T0KyMEeHTalHeH. TpeboBaHHAM
Kit storage / For confizuration with 1 filled vial and 1 ampggTe with a solvent in a cassette:

XpaneHue comn.iexTa In the original packaging (a vial with medical product and an ampoule with solvent

in the carton), at temperature below 25 °C. /

Ins ynaxoBky no 1 dumakoHy ¢ mpemaparoM U 1 aMITyine ¢ pacTBOPHTENEM B
Kaccere:

B opurunansHol ynakoske ((akoH ¢ NpenaparoM K aMInylia ¢ paCTBOPHUTENIEM B
Tayke) TIpH TeMreparype He Beime 25 °C.

For confizuration 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./

Jlng yakoBKH 1o 3 (JIAKOHA ¢ IpeapaToM B 3 aMiiyIIbl ¢ PACTBOPHTENEM B
KacceTe:

B opuruHaneHoH ynakoske ((paaxoRE! ¢ IpenapaToM M aMILyJEl ¢ pacTBOPHTENEM B
TavKe) NpH TeMIepatype He Boe 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok ropHocTH KoMILIekTa | human use. / 3 roaa. Cpok rOAHOCTH KOMILICKTA OTIPSISISCTCH CPOKOM TOAHOCTH
JIeKAPCTBEHHOIO NpenapaTa Uil MEeAHIUECKOTO NMPHMEHEHHS.

Assessment: / 3akmodenne: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepia cooTBETCIBYET TpeGoBaHHAM HOpMAaTHBHOTO foKymMenTa JIC-000295-160721.

GO
GENSENTA
CO llag Sanayi ve Ticaret A.S

= ﬁt){fa LeM

2091011
o
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJN3A

Name of Product/
HanmMeHoBaHue npenaparTa

Water for injections (solvent) /
Boaa pjia BHBEKLIHI (paCTBOPHTE/Ib)

Batch no./ Homep cepun 12D20
Amount of product per batch / Pazmep T 91436
CepMH
Date of Control / JaTa anaanza 03/2022
Manufacturing date / {ara npouzsoncrea :  04/2021
Expiry date /IaTa exoHaHHS CpoKa 1 03/2026
TOAHOCTH
Water for injections (solvent) / Bona nast vabexknuii (pacTROpHTEb)
TESTS / IIOKA3ATEJAN SPECIFICATIONS / HOPMbl RESULTS / PE3YJAbLTATHI
Description /Ouucauue Clear, colourless liquid without odor. / Complies / CooTBeTCTRYCT
INpo3paynas GeclBeTHAd JKHIKOCTE Oe3
3amaxa.

Particulate matter / Mexann4JeckHe BKJIIOYEHHA

Visible particles / Should be absent. / JonKHEI OTCYTCTBOBATE. Absent / OtcyTeTBYIOT
Budumure wacmuypt
Sub visible particles /
Hesudumere yvacmuyni
=10 wm particles / Not more than 6000 particles per ampoule; / 28
vacruil pazmepoM > 10 mxm | He Gonee 6000 Ha amriyiy;
>25 um particles / Not more than 600 particles per ampoule. / 1
yacTHI pasMepoM > 25 MkM | He 6onee 600 ga amimymy.
i Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCcTBYET
KHCI0THOCTD H INEI0MHOCTE HcermpiTyeMulii o0pasel] NomkeH BeIIEPKHBATE
HCIIBITAHKC,
' Reducing substances / Test sample should pass the test, / Combplies / CooTBeTcTBYET
BoccTanaBinBalome HceneiryeMplii oGpasen AOMKeH BEIIEPKHBATD
BeMIecTBa HCTIBITAHHE.
| Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTcTBYET
¥Yraepoaa THOKCHA / He monaHO OLiTh HOMYTHEHHS B TEUEHHE
1 uvaca.
Chlorides/ Xopuabi Not more than 0.5 ppm. / He Gosiee 0,5 ppm. | <0.5 ppm
'Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HutpaTbl H HUTPHTHI He 6onee 0,00002 % (0,2 ppm).
Sulphates / CyandaTm No turbidity should occur within not less than Complies / CooTBeTcTBYET
1 h./ B Teyenue ge MeHee 1 yaca HE AGIDKHO
HaOIIOAATECA IOMYTHEHHE.
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TESTS / HOKA3ATEJIA

SPECIFICATIONS / HOPMBI RESULTS / PE3VJIBTATHI

Ammonium / AMMOHHH

Not more than 0.6 ppm. / He Gonee 0,6 ppm. <0.6 ppm

Calcium and magnesium /
Kaabuuii 1 Maramii

Heavy metals/ Tsukeable
MeTaJIb1

Pure blue color should be observed (without a Complics / CoorBeTcTBYET
violet hue). / JlomkHo HabMORATECA YHCTO
CcUHee oKpalHeanie (6e3 PHoneToBoro

OTTEHK4).

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

<0.00001 % (<0.1 ppm)

Sterility / CrepunbHocTh

Residue after evaporation / Not more than 0.004%. / He donee 0,004%. 0.000 %
Cyxoit ocTarok

Conductivity / Not more than 25 pS/em. / 1 uS/cm./
NIEeKTpPONPOBOAHOCTD He 6onee 25 MxCwm/cmM. 1 MCm/cM.
Extractable volume / Not less than label claim (not less than 2-ml)._/ 2ml/
Hasaekaembiii 06Lem He mMeHee HOMUHANBHOTO {He MeHee 2 MIT). 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25 EU/mL/
BaxTeprannubie JHI0TOKCHABN | injections. / He 6onee 0,25 ED/Mn Boap! ans <025ED/ Mn

HHBEKIWH,

Should be sterile. / JomkHa OWTE CTCPHITEHOIH, Sterile / CrepunpHo.

Packaging / ¥YmaxoBka

" Shelf-life / Cpok roanoeTh

Primary package
2 mL of the solvent (water for

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. /
TlepBruHas yaKoBKa

Tlo 2 ma pacTeopuTend (Boaa A HHBEKLHI) B
ammyny w3 OecuperHoro crewia, tvn [ Ha
BepXHeH 4YacTH aMITyJibll HAHCCCHA TO4YKA
Pa3ioMa OPAHKEBOTO LIBETA.

injections) in a colorless pglass
ampule type I with an orange one-
point-cut at the top of the ampule. /
INepByynas yIaKoBKa

Ilo 2 Mn pacteopHTens (Boza I
MHBCKUMH) B aMIyTy — H3
occrmerHoro ¢rekna, Tem I Ha

BerHeﬁ HacTy aMITyJibl HaHCCCHA
| TOYKa pa3jioMa opaHXeBOTro IBETA.

|'s years. / 5 ner.

Assessment: / 3akmoyeHune:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepia cooTBeTCTBYeT TPeGOBAHMAM HOPMATHBHOTO fokyMenTa JIC-000295-160721.

KRGENSENTA

llag Sanayi ve Ticaret A,S.

?li Ethemoglu

/ ]: A~

2/2

Quality Contfol Supervisor
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BGENsENT

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaunmeHnosaune npenapata Boaa ana uHLeKINH (PAaCTROPUTENB)
Batch no./ Homep cepun 12D22
Amount of product per batch / Pazmep T 91234
cepun
Date of Control / [aTa anaanza 03/2022
Manufacturing date / laTa npouzsoncTea :  04/2021
Expiry date /llaTa oKoHYaAHNS CpoOKa : 0322026
FOAHOCTH
Water for injections (solvent) / Boga nns nHbeKIHEA (PACTBOPHTEH)
TESTS / NOKA3ZATEJH SPECIFICATIONS / HOPMbI '

' Description /Onncanue

. Clear, colourless liquid without odor., /

IMpo3paunasn OecupeTHas KAAKOCTH He3
3amaxa.

RESULTS / PE3YJIBTATEl |
Complies / CooTseTcTBYET

Particulate matter / MexanndecKHe BKJINYEHUS

Visible particles /
Budumvre wacmuye:

Sub visible particles /
Heeuidumure vacmuiyot

>10 pum particles /
yacTHIL pasMepom > 10 MM

>25 um particles /
YACTHII pa3MepoM = 25 MKM

Should be absent. / JlomKHB! OTCYTCTBOBATE.

| Not more than 6000 particles per ampoule; /

He 6onee 6000 Ha ammyry;

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

Absent / OTcyTCTBYIOT

25

Acidity and alkalinity /
KHCO0THOCTE H IIEA0YHOCTE

Reducing substances /
BoccranaBiansalowme
BelllecTBa

Test sample should pass the test. /
HcneiryeMslil oSpazel JomkeH BIePKHBATE
HCTILTAHKE.

Test sample should pass the test. /
HMcnbityeMelii oSpasell JOKEH BLIIEP:KUBATE
HCTIBITaHHE.

Complies / CootBeTcTBYET

Complies / Coomercmye;

Carbon dioxide
¥Yranepoaa nHOKCH

No turbidity should be observed within 1 hour.

/ He pomxHO 6BITE MOMYTHEHHA B TEUEHHE
1 yaca.

Chlorides/ Xaopuasi

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

Complies / CooTBercTBYET

<0.5 ppm

Nitrates and Nitrites/

HurpaThl M HETPHTEI

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

<0.00002% (<0.2 ppm)

Sulphates / CynndaTsi

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 vaca He AOIKHO
HabNrOAATHECH TOMYTHEHHE.

Complies / COOTBeTCTEer
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®
GGENSENTH

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIN3A

TESTS / IIOKA3ATEJIH

| SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATBI

Ammonium / AMMOHHI

| Not more than (.6 ppm. / He Gonee 0,6 ppm.

Calcium and magnesium /
Kaasumii v Maruui

Pure blue color should be observed (without a
violet hue). / JlomxHo HabnoaaTkca YHCTO
cHHEE okpalliHBanue (0e3 dHroneToBoro
OTTEHKA).

<0.6 ppm

Complies / CooTBeTCTBYET

Heavy metals/ Ta:xennie
METAIBI

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

Residue after evaporation /
Cyxoii ocrarox

"Conductivity /
JAEKTPONPOBOAHOCTD

Not more than 0.004%. / He Gonee 0,004%.

<0.00001 % (<0.1 ppm)

0.00¢ %

| Not more than 25 uSfem. /

He 6onee 25 MxCwm/cm.

1 uS/cm./
1 MECM/cM.

Extractable volume /
Hisaexkaemblii 00beM

Not less than label claim (not less than ZEI)._/
He Menee HOMUHAIBHOTO (He MeHee 2 MIT).

Bacterial endotoxins /

BakTepnannHble JHAOTOKCHHDY

Sterility / CrepnabHocTh

Packaging / ¥naxoska

| Shelf-life / Cpox roanocru

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mna Bone! fna
WHLECKIHH.

2ml/
2 M

<025 EU0/mL/
<0.25E9/ mn

| Should be sterile. / JlomkHa G5iTH CTepHNEHOM.

Sterile / CrepuncsHoO.

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. /
[leppuyHas YIIaKOBKA

Mo 2 My pacTeopuTeNa (Bona 41 HHBEEKIHH) B
ammyny w3 OecupetHoro crewia, tin [ Ha
BepXHeil  WacTH  amrmylel HaHeceHa TouKa
DazIoMa OPAHIKEBOTO 1IBETA,

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. /
TepsuuHas yIAKOBKA '
Io 2 Mn pacTeopuTens (Boaa s '
HHBEKUWI) B aMOoyny — u3
OecrpeTHoro c¢Tekna, Tunm 1. Ha
BepXHelf YacTH aMIIyNEl HaHeceHa
TOYKA Pa3IOMa OPAHAKCBOIO LBETA. |

5 years. / 5 merT.

Assessment: / 3akmoyeHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTRYET TpeQOBaHHMAM HOPMATHRHOIO nokyMeHTa JIC-000295-160721.

llag Sanayi ve Ticaret A.S

Ali Ethemoglu

~

GO Quality Control Supervisor
SXGENSENTA

N0]8900VL
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GENsENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Produect/ :  Water for injections (solvent) /
Hanmenosarne npernapara Boaa gna HHBEKORIE (PACTBOPUTENDb)
Batch no./ Homep cepun ;. 21H1

Amount of product per batch / Pazmep ;90610

cepuH

Date of Control / Jata ananuza : 0972022

Manufacturing date / lata nponssogerea  : 08/2022

Expiry date /ara okoHYAHHA ¢POKA : 0772027

TrOAHOCTH

Water for injections (solvent) / Boxa nnst naLekunii (pacTBOpHTE.IB)

RESULTS / PEIYJIbTATBI

TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMBI
Description /Onucanme Clear, colourless liquid without odor. /
TIpospaunas GeclBeTHAT XKHAAKOCTE Oe3
3araxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexannueckne BRIKOMEHHAA

Visible particles / Should be absent. / JJoiKHBL 0TCYTCTBOBATE.
Budumwvie yacmuyor

Absent / OTCyTCTBYIOT

Sub visible particles /
Hesudumwvie uacmuyol

>10 pm particles / Not more than 6000 particles per ampoule; /
yacTull pasmepom > 10 MkM | He Gonee 6000 Ha ammyny;

=25 pm particles / Not more than 600 particles per ampoule. /
qacTull pasmepoum > 25 mxm | He Gonee 600 Ha amiyiry.
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Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET i
KHCA0THOCT H 11EI0YHOCTD HeneiryeMEelit o0pazen JONkeH BHACDKHBATE |
MCIIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
Boceranasansaromue Hcnemyemsiit 00pazen HomkeH BEIASPKHABATE
BeUIECTBA HCITBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTseTcTBYET
Yraepoga nnexcHa { He nomskHo GBITE MOMYTHEHHA B TEUSHHE
1 yaca.
" Chlorides/ XaopHasl 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)
HwmTpaThl H HHTPHTBI He 6omee 0,00002 % (0,2 ppm).
-ﬁlp_hathy.nb(baTm No turbidity should occur within not less than Complies / CooTBeTcTBYET

1 h./ B Teuenne He MeHee 1 yaca He O0SKHO
HaOI101aThCA MOMYTHCHEE,




®
BGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

| TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATbl |

T . vy
Ammonium / AMMOHHI

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

<0.6 ppm

' Calcium and magnesium /
Kaasuuii B Marami

Pure blue color should be observed (without a
violet hue). / JomxHo HabmoaaTECA YHCTO
CHHee oKpalunBanue (0e3 ¢uoneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsazkennie

Not more than 0.60001 % (0.1 ppm). /

<0.00001 % (<0.1 ppm)

METANbY He Gonee 0,00001 % (0,1 ppm).

| Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoii ocTaTek
Conductivity / Not more than 25 pS/cm. / 15 uS/em./
DIeKTPONPOROTHOCTD | He Oonee 25 MmxCm/cmM. 15 MxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hssaexaemorii ofnem He MeHee HOMHHABHOTO (HEe MeHee 2 MIT). 2 mn
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025EU/mL/
BakTepuaabHbie yHI0TOKeHRLl | injections, / He Gonee 0,25 ED/mn Boast aas < 0.25ED/ Mn

HHBEKLHEH.

Sterility / CTepuibHoOCTE

Should be sterile. / JJomixHa OBITL CTEPHIBHOMH.

Sterile / CTepunbHo.

Packaging / YnaxoBka

! S
Shelf-life / Cpok rognocti

Assessment: / 3axmoueHue:

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. /

| IlepBryHad yIaKOBKA

ITo 2 M7 pacTBOpHTENA (BOJA ONA HHBEKIUH) B
amnynly w3 Oecusernoro crekma, Tam I, Ha
BepxHell 4YacTH aMIyldbl HAHeCEHa TOYKa
pazoMa OpaHXeBOro LBETA.

5 years./ 5 ner.

Primary package
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. /
[TepBuiHadA ¥ OAKOBKA

[lo 2 mn pacrBoputens (Bopa ans
HHBEKLWHA) B aMmyny  H3
OecuperHoro crtexna, tvn I. Ha
BepXHeH YacTM aMITyNnhl HaHeceHa
TOUKA PA3ioMa OPAHKEBOro LBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /

Cepus cooTeeTcTBYeT TpeboBaHUAM HOpMaTHBHOTO HokyMeHTa JIC-000295-160721.

GO
SHGENSENTA

Ali Ethemoglu
Quality Control Supervisor
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