ESGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Name of Product/
HaumeHnoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / Iata anannza

Manufacturing date / Jara
NPOH3BOACTBA

Expiry date /IaTa okonuanns
CPOKa rogHoOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, auoduiamszar nas APHTOTOBJIEHHS PacTBOPa AJist

HMHbeKIHii, 20 Mr
22E09161A

38.567,000

06.2022
05.2022

04.2025

L TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJbTATBI

LAppearance / Onncanne

Yellow with greenish tint lyophilized powder. /
JInodunusuposanHbIit TOPOIIIOK  JKEITOr0 ¢
3€JICHOBATBHIM OTTEHKOM IIBETA.

Complies / CootserctByer

,Eentification / HopuHHOCTE

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)). / Bpewms
YAEPKUBAHUS IMKa  TEHOKCHKaMa  Ha
XpOMaTorpaMMe  HCIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATh BpeMeHH
YIAePKUBAHHS OMKa  TeHOKCHMKamMa  Ha
XpOMaTorpaMme CTaHAAPTHOTO pacTBopa (cM.
«PoxcrBennsle TIpEMecH», onpeneneHne
CHAVHUYHBIX TIpUMECEHl M CyMMbI IIpHMeceii
(254 um)).

Complies / CootsetctByer

(V-

Tenoxicam by UV -
spectrophotometry / Tenokcukam
cnexkmpogomomempuyeckuii)

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, 285i2nmand368i2nm(see
“Assay of Tenoxicam” test). / VY®-crextp
IOTITOLIEH S UCIIBITYEMOTO pacTtBopa,
NPUTOTOBIEHHOTO st KOJINYECTBEHHOTO
onpenencHus, B obnactu ot 230 M 10 400 M
AOJDKEH MMETh MAakCUMYMBI IIpH IJIHHAX BOJH
257 + 2uM, 285 + 2HM u 368 + 2 mMm (cm.
«Konnuectsennoe onpenenenme TEHOKCHKaMay).

Complies / CootsercTByer
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KSGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

[‘ TESTS / TIOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJbTATBI

Sodium metabisulfite /
Hampus memabucyrvpum

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. / Bpemst ynepsusanus mmixa
HaTpus MeTabucynbpuTa Ha XpoMarorpamme
HCIIBITYEMOTrO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPKMBAHUA IUKA
HaTpus MeTabucynbdura Ha XpoMaTorpamme
CTaHAapTHOTO pactBopa (cM. «KonmuectBennoe
OTpPC/ENEHNUE HATPHsI METAOHCYIIbGUTAY).

Complies / CootsercrByer

Dissolving time / Bpems
pacTBOpeHHust

Not more than 60 seconds. / He Gomee 60
CEKYHI.

28 sec / 28 cex

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOrO PacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ipenapar
JOJDKEH PacTBOPATHCA MOJIHOCTBIO c
OTCYTCTBUEM HEPACTBOPEHHBIX 4YaCTHL, 0O€3
BHIMMbIX MEXaHHYECKHMX BKMOYeHuH. PactBop
JOJKEH OBITH IIPO3PauHbIM.

Complies / CooTserctByer

Solution clarity /
Ilpospaunocts pacTeopa

The product solution should be clear. / PacrBop
npemnapara JOJKeH ObITh NPO3PavyHbIM.

Complies / CootserctByer

Solution Color /
LiBeTHOCTH pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY,. / Ctenens okpacku pactBopa Tpenapara He
JOJDKHA NPEBBIIATh 3TanoH GY).

Complies / CootserctByer

L Yacrur pasmMepom > 25 MkM

pH 7.51010.0./ 0t 7,5 50 10,0. 9.2
Particulate matter / Mexannueckue BKII049eHust
gzszble particles / Should be absent/ lomkusl oTcyTcTBOBATH Absent /Otcyrcrayror
uoumvle yacmuyol
Subvisible particles /
Hesuoumvie vacmuyu
>10 pm particles/ Not more than 6000/vial; / 47 / vial
Yacrun pasmepom > 10 Mkm He 6onee 6000 na ¢rakom; 47 / pnakon
>25 um particles/ Not more than 600/vial. / 1/ vial
He Gonee 600 na dnakon. 1/ dnakon
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ESGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

[ TESTS/NOKA3ATEJN [ SPECIFICATIONS / HOPMBI | RESULTS/PE3VJBTATHI |

Related substances / Poxcreennbie npHMecH

2-aminopyridine /
2-aMHHONUpUINH

Individual unidentified impurity /
Ennanunas
HeHUNEHTHULMPOBAHHAS TIPUMECE

Total impurities /
CyMMa npumeceii

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

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

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

Below LOQ (LOQ = 0.05 %) /
Hmxe npenena xonmuecrsennoro
onpenenenust (IKO = 0.05 %)

Not detected / He o6Hapys«ena
Below LOQ (LOQ = 0.05 %) /

Hwxe npenena konuuectsennoro
onpenenenus (KO = 0.05 %)

SN

LWater /Bona

Uniformity of dosage units / The Acceptance value (AV) should be not AV=2.3 (n=10)
Onnoponsocts fo3upoBanus more  than 150. /  TIlokasarems

npueMiieMoctd  (AV) nomken ObITh He

6onee 15,0.

Not more than 3.0 %. / He 60nee 3,0 %. 1.7 %

Bacterial endotoxins /
Baxrepunaabubie 3n10TOKCHHEI

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 EQ/Mr tenokcuxama.

<0.128 EU/mg /
<0.128 E3/ mr

Sterility /Crepniabnocts Should be sterile. / Jomxen  6bITh Sterile / Creprness
CTEPHIIBHEIM.
‘;Assay / KotnuecteenHoe onpeneaenue

Tenoxicam / Tenoxkcuxam 90.0% to 110.0% of C13H11N3048;
(tenoxicam) of label claim. / Or 90,0 % mo 99.2 9
110,0 % Ci3HN304S; (TeHOKCHKaM) oT e
HOMMHAJILHOTO COAEPKAHHS.

Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite

Hampus memaoucyroipum of the label claim. / Or 85,0 % no 110,0 % 92.0 %

HaTpus MeTabucyabGuUTa 0T HOMHHATBHOIO
colepyKaHusl.

N
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K GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT 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 ynakoska

Ilo 20 Mr TeHokcrkama Bo ¢nakoH u3

OeciBeTHOrO CTeKJIa THII I
YKYNOPEHHBI npoOKoi u3
OpoMOYTHIIOBOM  pe3wHBI,  0GKaTOl

AIIOMHAHMEBBIM KOJIITAYKOM C KOHTPOJIEM
NCPBOrO BCKPBITUSA W  IUIACTUKOBBIM

TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
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. /
IlepBuyHas ynakoBka

Ilo 20 Mr TeHokcHKama BO nakoH u3

OecuBeTHOrO cTekna THII I,
YKYIIOpEHHBIH IIPOOKOIH u3
OpoMOYTHITOBOM  pesuHBL,  0GXaTOif

AJTIOMAUHUEBBIM KOJIIIAYKOM C KOHTpOJIEM
IICPBOr0  BCKPHITHS M IIJIACTUKOBBIM

JIUCKOM MOBEPX TIOMHMHHMEBOTO | AHCKOM TOBEpX ATOMHUHHEBOTO
KOJIITayKa. KOJIIaJKa.
Shelf-life/ Cpok roanoctu 3 years. / 3 rona.
KIT / KOMILUIEKT
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI

KOMILJIEKTa

Kit package / Ynakoska

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. /

Bropuynas ynakoska

Ilo 1 ¢nakony c npemapatom u 1
aMIlyJe ¢ pacTBOPHUTENEM IMOMEILAIOT B
KacceTy W3 NONMBHHILIXJIOPUA.

ITo 3 ¢nakona ¢ npemapatom u 3
aMIIyJbl C paCTBOPHUTENIEM MOMEIIAIOT B
KaCCeTy U3 NMOJMBUHWIXIIOPHAA.

1 xaccety BMecre ¢ mHCTpyKIme# mo
NPUMEHCHUIO  NIOMEINAIOT B MayKy

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. /

BTopuunas ynakoBka

Ilo 3 ¢nakona ¢ npemapatom u 3
aMIIyJIbl C PaCTBOPHUTEJIEM IIOMEIIAIOT B
KacCeTy M3 NONMBHHWIXIOpMAA. |
Kaccery BMeCTe C HHCTPYKIMEH 10
NPUMEHEHUIO MOMEIAlOT B  Mauky

KapTOHHYIO.
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

XpaHeHHe KOMILIIEKTa

Labeling/ Mapkuposka According to the ND. / B cooTseTcTBUI Complies as prescribed / CootsercrByer
€ HOPMAaTHBHOM JOKYMEHTALHEI. TpeOoBaHUsIM
Kit storage / 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. /

Zns ynakoBk# 110 1 duakony ¢ npenapatom u 1 AMITYJIE C pACTBOPHUTEIIEM B
Kaccere:

B opurunansHoit ynakoske (drakos ¢ TIPENapaToM 1 amilyJia C pacTBOPUTENEM B
Tad4Ke) IpH TeMIeparype He Bpite 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. /

Ilna ynakoBku 1o 3 diakoHa ¢ mpenapatom u 3 _aMTIyJIbl C PACTBOPHTENEM B
Kaccere:

B opurunansHoii ynakoske (drakossi ¢ TpEnapaToM 1 aMIlyJibl C PaCTBOPHTEIIEM B
Hayke) IpH TeMIepaType He Boie 25 °C.

Kit shelf life /
Cpok roaHocTu KomMmIeKTa

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 rona. Cpok rogHocTH KOMIITEKTA OTIPENIENAETCA CPOKOM TOMHOCTH
JICKapCTBEHHOTO Mpenaparta /isi MEAHLMHCKOTO TIPUMEHEHHS.

Assessment: / 3akmouenue: The batch complies with the specifications according to ND JIC-000295-160721. /

Cepus cooTBeTcTBYET TpeGoBaHMAM HopMaTuBHOrO qoKyMenTta JIC-000295-160721.

CAMZE SENER 6URGEN

LA T
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KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HamnmeHoBaHue npemnaparta Bopna ansi uHbeKI Ui (PACTBOPHUTEIID)
Batch no./ Homep cepun 12D12
Amount of product per batch / Pazmep 91780
cepuH
Date of Control / laTta anaanza 02/2022
Manufacturing date / Jlata npou3BoacTBa 04/2021
Expiry date /JaTa OKOHYaHHS CPOKA 03/2026
rOJHOCTH
Water for injections (solvent) / Bona nisi nHbeKunii (pacTBOpHTEIb)
TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI

Description /Onucanue

Clear, colourless liquid without odor. /
IMpo3paunas GecliBeTHas JKUIKOCTh 6e3
3amnaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexanuyeckue BKJIIOUEHHUS

Visible particles / Should be absent. / JIJOTKHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumsie wacmuypr
Sub visible particles /
Heguoumwvie yacmuywl
>10 pm particles / Not more than 6000 particles per ampoule; / 1
yacTui| pasmepoM > 10 MM | He 6onee 6000 Ha ammyiy;
Not more than 600 particles per ampoule. / 0

>25 um particles /
4acTHIL] pa3sMepoM > 25 MKM

He 6onee 600 Ha ammyiry.

Acidity and alkalinity /
KHcaoTHOCTD M 1I€JI0YHOCTh

Test sample should pass the test. /
HcnbiTyeMslii 06pasell JOJKeH BhIIEPKUBATD
WCIIbITAHKE.

Complies / CooTBeTCTByET

Reducing substances /
BoccranaBanBalomue
BellleCTBA

Test sample should pass the test. /
HcnbiTyeMslii 00paser] JOIXKeH BbLIEPKABATh
UCTIBITAHUE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa JHOKCH]

No turbidity should be observed within 1 hour.

/ He momkHO OBITh IOMYTHEHUSI B TEUEHHE
1 yaca.

Complies / CooTBeTCcTBYET

Chlorides/ Xsiopuabi

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

<0.5 ppm

Nitrates and Nitrites/

HHTpaTbl U HUTPHUTDI

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

<0.00002% (<0.2 ppm)

Sulphates / CyabdaTbi

No turbidity should occur within not less than
1 h. / B TeueHnne He MeHee 1 yaca He IOJHKHO
Ha0JII01aThCsl TOMYTHEHHE.

Complies / CooTBeTCTByET

Ammonium / AMMoOHMI

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

<0.6 ppm
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KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBI

Calcium and magnesium /
Kanpuuii m Marxuii

Pure blue color should be observed (without a
violet hue). / JlomkHO HabIIOAATHCA YHCTO
cuHee okpamuBaHue (0e3 puoneroBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsixennie
MeTaLIbI

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 0cTaTOK
Conductivity / Not more than 25 pS/cm. / 13 puS/ecm./
DJIEKTPONPOBOAHOCTH He 6onee 25 mxCwm/cm. 13 MxCm/cMm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3Bnexaemblii 00bem He MeHee HOMMHANBHOTO (He MeHee 2 MII). 2 mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
injections. / He 6oxnee 0,25 EQ/mn Boasl [is <25E3Q/mn

BaKTepua.nLHme SHIOTOKCHHbI

HHDBEKIHH.

Sterility / CTepujibHOCTB

Should be sterile. / JlomkHa ObITH CTEPUIBHOM.

Sterile / CtepuibHO.

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. /
[TepBuyHas ynakoBka

o 2 Mn pactBopuTens (Boza AJis HHBEKLHMN) B
ammyny u3 OecreTtHoro crtekna, tin 1. Ha
BepxHeil uacTH amIylbl HaHECEeHa TO4kKa
pasjioMa OpaHKeBOTO 1IBeTa.

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. /
IlepBruyHas ynakoBKa

[To 2 mn pactBOpuTens (Boja s
WHBEKIMH) B amIysnry — M3
OecusetHoro crekima, tHn I. Ha
BepXHell 4YacTH aMIyJibl HaHeceHa
TOYKA pa3lioMa OpaH)KeBOrO LIBETa.

Shelf-life / Cpok roaHoctu

5 years./ 5 ner.

Assessment: / 3akiroueHue:

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

Ali Ethemoglu
Qulity Control Supervisor
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KSGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa nJist uHbeK1Hii (pacTBOPHTEb)
Batch no./ Homep cepun 12D18
Amount of product per batch / Pasmep 90524
cepuu
Date of Control / laTa anaausa 03/2022
Manufacturing date / laTa npou3BoacTsa 04/2021
Expiry date /laTa oxOH4YaHHs CPOKA 03/2026
rOAHOCTH
Water for injections (solvent) / Boga ajist HHbeKLHii (PacTBOPHTEIb)
TESTS / HIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJBbTATbBI

Description /Onucanune

Clear, colourless liquid without odor. /
IMpo3pauHas GecLBeTHas XKUAKOCTH 6e3
3amaxa.

Complies / CooTBeTCTBYET

Particulate matter / MexaHnuyeckHe BKJIIOYECHHS

Visible particles / Should be absent. / JIomkHbI OTCyTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumvie yacmuypr
Sub visible particles /
Hesudumsie yacmuypi
>10 pum particles / Not more than 6000 particles per ampoule; / 19
yacTuil pasmMepom > 10 mxm | He 6osee 6000 Ha ammyiy;
Not more than 600 particles per ampoule. / 2

>25 um particles /
YacTHILl pa3MepoM > 25 MKM

He 6onee 600 Ha ammyiy.

Acidity and alkalinity /
KucaotHocTb M HI€I09HOCTH

Test sample should pass the test. /
HcmbiTyeMblii 06pasel] JOJDKEeH BbIIEepKHUBaTh
UCIIBITaHHe.

Complies / CooTBeTCTByET

Reducing substances /
BoccranaBjmBawouue
BelllecTBa

Test sample should pass the test. /
HcmpiTyeMbiit o6pasel] JOKeH BbIICPKHUBATh
UCTIBITaHHE.

Complies / CooTBeTCTByET

Carbon dioxide
Yraepoaa JHOKCH]

No turbidity should be observed within 1 hour.

/ He noikHO OBITH IOMYTHEHHS B TEUEHUE
1 qaca.

Complies / CooTBETCTBYET

Chlorides/ Xmopnabi

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

<0.5 ppm

Nitrates and Nitrites/

HuTtpaThl 1 HUTPUTHI

Not more than 0.00002 % (0.2 ppm). /
He 601ee 0,00002 % (0,2 ppm).

<0.00002% (<0.2 ppm)

Sulphates / CyabgpaTbl

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He JIOJIXKHO
HaOJII0IaThCsl MOMYTHEHHE.

Complies / CooTBETCTBYET

Ammonium / AMMoHuU#

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

<0.6 ppm
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KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / NOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATbBI

Calcium and magnesium /
Kanbunii 1 marauii

Pure blue color should be observed (without a
violet hue). / JlomkHo HabMOIAThCA YHCTO
cuHee okpaimuBaHue (6e3 puonaeToBoro
OTTEHKA).

Complies / CooTBeTCTByET

Heavy metals/ Tsxeasnle
MeTaJLIbI

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%. 0.0003 %
Cyxoii ocTaTOK
Conductivity / Not more than 25 pS/cm. / 1 pS/em./
DJIeKTPONPOBOIHOCTD He 6onee 25 MxCum/cMm. 1 MxCwm/cmM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BiekaemMblii 06beM He MeHee HOMUHAIILHOTO (HE MEHee 2 MIT). 2 M1
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
injections. / He 6onee 0,25 E3/Mn Boas! 1uist <25ED/mn

Balc'repna.nbnue IHAOTOKCHHBI

WHBEKLHUIA.

Sterility / CrepuibHOCTB

Should be sterile. / [JomkHa 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. /
IlepBuuHas ynakoBka

ITo 2 mn pacTBOpuTENs (BOAA AJS UHBEKLUH) B
amnyiy u3 OecuBetHoro crekia, tun I. Ha
BEepxHell dYacTW aMmIyjbl HaHeceHa TOuKa
paziiomMa OpaH)XEBOTo L{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. /
IlepBuuHas ynakoBka

Ilo 2 mn pactBOpHTENs (BOZA IUIS
UHBEKIMI) B ammymy u3
beciBetHoro ctexna, tun [. Ha
BepXHeil YacTH amIlysibl HaHeceHa
TOYKA Pa3jioMa OpPaHXKeBOro LBETA.

Shelf-life / Cpok ronnocTu

5 years. / 5 ner.

Assessment: / 3aknroueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TPeOOBaHUIM HOpMATHBHOTO IokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

ON tme bolar o 4
N
€S)
@OGENSQWA

lag Sapay dedisal /A&

2/2



LEGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaumeHnoBaHue npenaparta

Water for injections (solvent) /

Boga anst HHbeKIHi (DACTBOPHTEIb)

Batch no./ Homep cepun 12D19
Amount of product per batch / Pazmep 91702
cepHH
Date of Control / aTta aHain3a 03/2022
Manufacturing date / /lata npon3BoacTBa 04/2021
Expiry date //[aTa 0OKOHYaHHS CPOKA 03/2026
TOAHOCTH
Water for injections (solvent) / Boga nasi nHbeknuii (pacTBOpHTEb)
TESTS / TOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI

Description /Onucanne

Clear, colourless liquid without odor. /
IMpo3pauHas GecuBeTHAs XKUIKOCTH Oe3
3amaxa.

Complies / CooTBeTCTByET

Particulate matter / MexaHndyeckHe BKJIIOYEHUS

Visible particles / Should be absent. / JIomKHBI OTCYTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumele vacmuywl
Sub visible particles /
Hesuoumvie uacmuyor
Not more than 6000 particles per ampoule; / 19

>10 pm particles /
YyacTUIl pasMepoM > 10 MkM

>25 pm particles /
YacTHIl pa3MepoM > 25 MKM

He 6onee 6000 Ha ammnyiy;

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

Acidity and alkalinity /
KHcJa0THOCTD H IEJOYHOCTh

Test sample should pass the test. /
Hcrnibityemsblii ob6pasel] JOIKEH BBUIEPKUBATH
UCTIBITaHUE.

Complies / CooTBeTCTBYyET

Reducing substances /
BoccTranaBiuBalome
BellecTBa

Test sample should pass the test. /
Hcneityemblii 0Opasern JOKEH BBIIEPKHBATh
HCTIBITaHKE.

Complies / CooTBeTCTByET

Carbon dioxide
Yraepona iHokcui

No turbidity should be observed within 1 hour.

/ He nO5KHO OBITH IOMYyTHEHYSI B TEUSHUE
1 gaca.

Complies / CooTBeTCTBYyET

Chlorides/ Xnopuasi

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

<0.5 ppm

Nitrates and Nitrites/

HutpaTtbl H HUTPHTBI

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

<0.00002% (<0.2 ppm)

Sulphates / CyibgpaTbi

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He JOKHO
Ha0II01aTECS TIOMYTHEHUE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHIA

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

<0.6 ppm
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X GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kaabumii 1 Maramii

Pure blue color should be observed (without a
violet hue). / Jlo;oxkHO HabIFOaTHCS YHCTO
cHHee okpaiuBanue (0e3 guoneToBoro
OTTEHKa).

Complies / CooTBETCTBYET

Heavy metals/ TskeJnie
MeTaJIbI

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%. 0.003 %
Cyxoii ocTaTOK
Conductivity / Not more than 25 uS/cm. / 1 uS/em./
JJIeKTPONPOBOJHOCTD He 6onee 25 mxCm/cM. 1 MxCwMm/cMm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3Baexaemblii 00beM He MeHee HOMHMHANBLHOTO (HE MeHee 2 Mi). 2 mi
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
injections. / He 6onee 0,25 EQ/mn Boap! ans <25ED /wMn

BaKTepnam,Hue SHJAOTOKCHHbI

WHBEKIHUH.

Sterility / CTepuibHoCcTb

Should be sterile. / JJomkHa GBITE CTEPUIIBHOM.

Sterile / CtepuibHo.

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. /
IlepBuuHas ynakoBka

IMo 2 M pacTBOpUTeNs (BOAA 1711 UHBEKLUH) B
ammyny u3 OecrperHoro crekna, tan 1. Ha
BEpXHeil YacTM aMIylbl HaHeCEHa TO4YKa
pa3snoma OpaH)XeBOro 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. /
[epBuyHas ynakoBKa

ITo 2 mn pactBopuTens (Boja i
HHBEKIU) B aMITyJIy u3
GecusetHoro crexia, tan I. Ha
BepxHell YacTH aMmyJibl HaHeceHa
TOYKA Pa3ioMa OPAH)XEBOT0 LIBETA.

Shelf-life / Cpok roqnocTn

5 years./ 5 net.

Assessment: / 3akiaoueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepwusi cOOTBETCTBYET TpeGOBaHUsIM HOpMaTHBHOroO JokyMenTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

O/\\Oé \f\:}‘} D"“

O o8 V-

2/2



KEGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa nis unbexkuuii (pacTBOpHTEIIB)
Batch no./ Homep cepun 12D20
Amount of product per batch / Pa3mep 91436
cepun
Date of Control / {aTta ananusa 03/2022
Manufacturing date / JlaTa npon3BoacTBa 04/2021
Expiry date /[laTa oKOH4aHHS CPOKa 03/2026
rOAHOCTH
Water for injections (solvent) / Bona a5t HHLeKLHi (PacTBOPHTEJIb)
TESTS / HIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
IMpo3paunas GecrBeTHas XKUAKOCTH O€3
3amaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexanndyeckue BKJIIOYEHUS

Visible particles /
Buoumwvie wacmuyp:

Should be absent. / JIOJKHBI OTCYTCTBOBATb.

Absent / OTCYTCTBYIOT

Sub visible particles /
Hesuoumvie yacmuypl

>10 um particles /

gacTul] pasmMepoM > 10 Mkm

>25 pm particles /
YacTHIl pa3sMepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha ammyny;

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

28

Acidity and alkalinity /
KucaoTHOCTh H IE10YHOCTD

Test sample should pass the test. /
HcmeiTyemblii o6pa3ser] JOJDKEH BbIIEPKUBATh
UCIIBITAHHE.

Complies / CooTBeTcTBy€ET

Reducing substances /
BoccranasauBaoniue
BellecTsa

Test sample should pass the test. /
UcnpiTyeMbiii 00pasel] JOJDKEH BbIAECPXKUBATH
HCTIBITaHUe.

Complies / CooTBeTCTByET

Carbon dioxide
Yraepoaa AMOKCHL

No turbidity should be observed within 1 hour.

/ He nomKHO OBITH TIOMYTHEHHS B TEUECHHE
1 yaca.

Complies / CooTBeTcTBy€ET

Chlorides/ Xnopuabl

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

<0.5 ppm

Nitrates and Nitrites/

HuTpaTthl H HUTPHUTBI

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

<0.00002% (<0.2 ppm)

Sulphates / CyabdaTnl

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He TOJDKHO
Ha0JII0AaThCs TOMY THEHHE.

Complies / CooTBeTCTByET

Ammonium / AMMOHMA

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

<0.6 ppm
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KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / IIOKA3SATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kaabunii 1 Marauit

Pure blue color should be observed (without a
violet hue). / JlomxHO HaOMOAATHCS YHCTO
cHuHee okpaimBaHue (6e3 proIeToBOro
OTTEHKa).

Complies / CooTBETCTBYET

Heavy metals/ Tsxeanie
MeTaJlIbl

Not more than 0.00001 % (0.1 ppm). /
He 601ee 0,00001 % (0,1 ppm).

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6omee 0,004%. 0.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/cm. / 1 pS/em./
1eKTPONPOBOJHOCTH He 6onee 25 mxCwm/cm. 1 MxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BiaekaemMblii 00beM He MeHee HOMUHANIBHOTO (HE MEHEE 2 MII). 2 mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
injections. / He 6onee 0,25 ED/Mn Boas! 1 <25ED3/mn

BaRTepnaubHue 3HI0TOKCHHBbI

HHBEKIUH.

Sterility / CrepnabHocTh

Should be sterile. / lomkHa OBITH CTEPUIIBHOM.

Sterile / CtepunbHoO.

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

Mo 2 mn pacTBopuTesns (Boza A UHBEKLHH) B
ammyiy u3 OecuseTHoro crekia, tun I. Ha
BepxHell YacTH aMmyibl HaHeceHa ToYKa
paziiomMa OpaH>KeBOI'o 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. /
[TepBuyHas ynakoBKa

ITo 2 mn pactBOpuTens (Boja A
UHBEKLIMH) B ammyiy u3
OecusetHoro crekna, tan I. Ha
BEpXHel dYacTH aMIlysibl HaHeceHa
TOYKA pa3lioMa OPaH)KeBOro LBETA.

Shelf-life / Cpox roaHocTn

5 years. / 5 ner.

Assessment: / 3akitoueHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeOOBaHNSIM HOpMAaTUBHOIO JlokyMenTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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