KSGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HauMeHoBaHHe npenapaTa

Batch no./ Homep cepun

Amount of product per batch /
Paismep cepun

Date of Control / Jata ananusa

Manufacturing date / TaTa
NHPOH3BOJCTEA

Expiry date /{aTa oxoHuanns
CPOKA I'OZHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEJ®, mnoduauszar 119 1puroToBeHns pacTBopa ann

HHBeKiIuid, 20 Mr
22114471 A

41.697,000

10.2022
09.2022

08.2025

TESTS / MOKA3ATEJIH

SPECIFICATIONS / HOPMBbI |

RESULTS/
PE3YJBTATBI

_Appearance / Onvcanne

Yellow with greenish tint lyophilized powder. /
JInodmnusuposaHueli  mOpOOK  kedToro ¢
3€NIEHOBATBLIM OTTCHKOM IIBETA, |

Complies / CoorsetcTByeT

Identification / onaHHHOCTE

" Tenoxicam by HPLC/
Tenoxcuram (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)). / Bpems
YAepKHBaAH U MHK4 ~ TeHOKCHMKAMa  Ha
XpoMaTorpaMme HCIIBITY MO0 pacTBopa
JOTDKHO COOTBETCTBOBATh BpeMeHH
YAepKHBAHHA MMKa  TCHOKCHKaMa Ha
XPOMATOTpaMMe CTAHAAPTHOTO pPACTBOPA (CM.
«Poacreennsie OPHMECHY, OlpeeTenne
CAMHMYMBIX TNpPAMEcElil M CYMMBI npHMeceit
(254 5M)).

Complies / CooTrerctByer

Tenoxicam by UV-
spectrophotometry / Tenorcuram
(Yo-
cheKmpogomomempuyeckuii)

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 (sce
“Assay of Tenoxicam” test). / YO-cnexTp
NOTAOLIEHHA HCIIBITYEMOTO pacTROpa,
MPHTOTOBIEHHOTO JuIs KOJTHYECTBEHHOrO
onpefeneHud, B8 obnacta or 230 AM mo 400 HM
AOIKEH HMETh MAaKCHMYMBI TIPM JUTHHAX BOJIH
257 £ 2HM, 285 £ 2HM u 368 £ 2 HM (cm.

«KonugecTrennoe onpe/ieneHue TEHOKCHKaMay ).

Complies / CooteeTtcrryer
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KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

| RESULTS /
| TESTS / IIOKA3ATEJIN : SPECIFICATIONS / HOPMbBI | PE3YJIbTATEI
| Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampua memaducyvpum 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. / Bpema yaepaupanus mixa
HaTpud MeTalHCYNBE(HTA Ha XpoMaTorpamme
HCIIBITYEMOTO pactBOpa JOIKHO
COOTBETCTBOBATE BPEMEHH YACPXKHBAHUA TIHKA
HaTpHs MerabucynhpuTa Ha XpoOMAaTorpamMe
CTAHAAPTHOTO pacTBOpa (cM. «KonuaecTsennoe
OIpenc/IeHHe HaTpus MeTabucymeduTa»).

Complies / CootsercTayet

Dissolving time / Bpems
pacTBOpeHHnsn

CCKYHI.

Not more than 60 seconds. / He Gomee 60 |

30 sec /30 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. / Ipenapar
HOJDKER pacTBopsTECA HONHOCTRED c
OTCYTCTBHEM HEPACTBODEHHBIX 4YacTHIl, 6e3
BHIMMBIX MEXaHWYECKMX BKIIOUEHMH. Pactrop
AOJDKEH OBITL IPO3PAYHEIM.

Complies / CootsetcTByer

‘Solution clarity /
IIpozpaunocts pactBopa

The product solution should be clear. / Pactrop
TIpenapara JOKeH OBITE PO3PAYHBIM.

Complies / CooteeTcTryeT

Solution Color /
HeerHOCTEL pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY1. / Crenenn okpacku PacTBopa mpenapara He
JOIIKHA IPERbIATEL 3Tamon GY).

Complies / CootsetcTByeT

'pH | 7.51010.0./Or 7.5 10 10,0. 9.1
Particulate matter / Mexannueckue BRII0OYeHUS

Visible particles / Should be absent/ omxun otcyrerroBats Absent /OTcyrcTByROT

Budumvre uacmuywr

Subvisible particles /

Heeudunure vacmuyn
210 pm particles/ Not more than 6000/vial; / 64 / vial
Yactun pasmepom > 10 MM He Gonee 6000 na ¢naxon; 64 / maxon
=25 pm particles/ Not more than 600/vial, / 1/ vial
HacTHil pazMepom > 25 MEM He 6onee 600 Ha ¢naxon. 1/ daaron
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SXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIA3A

| TESTS/NOKA3ATEJH

SPECIFICATIONS / HOPMbI |

RESULTS / PE3VJIBTATHI

Related substances / Poncreennsie IPHMECH

2-aminopyridine /
2-aMHHOTIHPHIIHH
Individual unidentified impurity /

Enwavunas
HeHAEHTU(MMLMPOBAHHAA IPHMECh

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

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

Not detected / He obuapysxena |

Not detected / He o6napy:xena

Total impurities / Not more than 1.0 %. / He 6onee 1,0 %. Not detected / He o6uapyaxena
Cymma npuMeceit
_U;Jiformity of dosage units / The Acceptance value (AV) should be not | AV=24 (n=10)
Oanopoanoets no3upopanus more  than 15.0. /  Tlokasarens
mpueMieMocTH (AV) gomkeH OwBITH He
donee 15,0. .
Water /Bona Not more than 3.0 %. / He Gonee 3,0 %. 1.7 % ~

Bacterial endotoxins /
Bakrepuainnreie YHI0TOKCHHDL

| Not more than 1 EU/mg of tenoxicam. /

He 6onee 1 E3/Mr TenoxkcnkaMa.

<0.128 EU/mg /
<0.128 E3/ mr

Sterility /CrepminHoeTs Should be sterile. / [omken 6bITh Sterile / Crepiaen
| CTEPUIEHEIM.
Assay / KonngecTteenHoe oIpeaeeHHe
Tenoxicam / Tenoxcuram 190.0% to 1100% of CisHyN:O4S, |

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

0,
110,0 % Ci3H1N3O4S; (TeHokchkam) or 1003 %
HOMMHAIBHOTO COAEPIKAHNS,
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampun memabucynvgpum of the label claim. / Or 85,0 % no 110,0 % 97.4%

HaTpMs MeTabucyabdhuTa 0T HOMHHANEHOTO
COJIEPIKAHHAS.
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SZGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUHOUKAT AHAJIN3A

__ TESTS/ HOKA3ATEJIU

SPECIFICATIONS / HOPMbI |

RESULTS / PE3YJIbTATBI

Package / YnakoBka

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. /
[lepBruHas vaxorKa

Ho 20 mr TeHokckama Bo duakon w3

BecrpeTHOTO CTekIa THII I,
YKYTIOpEeHHbIi npodKoii u3
GpomOyTunoBo#f  pesmHBl,  ofwaroit

ATHMHHHEBLIM KOMMAYKOM C KOHTpONICM
NEPBOIO  BCKPRITUA U MITACTHKOBBIM

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. /
MepByunan v nakoska

Ho 20 mr Temokcrkama Bo (nakon uz

GecuBeTHOrO cTeKna THTI [
YKYNOPEHHBIH IpoGKoi H3
OpoMOyTHIOBOH  pesHHBL,  0GXaTolf

ATIOMHUHHEBBIM KONMAYKOM C KOHTpOJeM

HCPBOrQ  BCKPBITHA W [LIACTHKOBBIM |

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. /

Broprunas vnakoska

ITo 1 ¢uakony ¢ npemapatom u 1
amIlyne ¢ pacTBOPHTENeM MOMEMAIOT B
KaCCeTY U3 MOJIMBHHHIIXJIOPHAA,

Ilo 3 ¢nakonma ¢ mnpemapatom u 3
aMITYIThI ¢ PACTBOPHTENEM MOMEINAIOT B
KacceTy U3 MOIUBHHANXIOPHAA.

1 Kaccety BMecTe ¢ WHCTpykuuel mo
OPUMEHEHNIO  MOMEIIAIOT B navky
KapTOHHYIO.

OHCKOM ToBEpX AIFOMHHUEBOTO | AHCKOM TIOBEpPX anOMHHHUEBOrO
KOJIHagka, KONmayKa.

Shelf-life/ Cpox roanocTn 3 years. / 3 roga.

|
KIT / KOMILIEKT
TESTS / IIOKA3ATEJIH SPECIFICATIONS / HOPMEI RESULTS / PE3YJIbTATHI
| Kit package / Vnaxoeka Secondary package Secondary package
KOMILIEKTA 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 yTiakoBka

Ilo 3 dnaxowa ¢ mpemapatom u 3
AMIYNE ¢ DACTBOPHTENEM NOMEIIAIOT B
KacceTy M3 MOMHBMHUIXTOpHia. |
KacCeTy BMeCTe ¢ HHCIpyKnHell mo
TPUMEHCHHIO TIOMEIAOT B NAyKy
KapTOHHYI,
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QS GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

' Labeling/ Mapxupoka ' According to the ND. /B cooteetcTBHE | Complies as prescribed / Cootsetcrnyer
€ HOpPMATHBHOIH JJOKYMeHTaLHel. TpeboRaHHAM
- Kit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a casselte:

Xparienne KommiiekTa In the original packaging (a vial with medicat product and an ampoule with solvent

in the carton), at temperature below 235 °C./

ALig yakosky 1o 1 dnakory ¢ npemnaparom 1 1 amiy e ¢ PACTBODUTEEM B
Kaccere:

B opurunanboii ynakoeke (drnakon ¢ TIPENApATOM U aMITyJla C PACTBOPHTETICM B
NaqKe) IPH TeMIlepaType He Beie 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. /

Ans ynakoBku mo 3 dutakowa ¢ HPENAPaToOM M 3 aMITyJIbl ¢ PACTBOPHTENEM B
| kaccere:

B opurumanbHoit ynakoske (drakomn ¢ TIPETIAPATOM H aMITyibl ¢ PACTBOPHTEEM B
Na4uKe) IPH TeMaepaType He Bpitre 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for |
Cpok rognocts kommlexra | human use. / 3 roga. Cpok roAHOCTY KOMIINEKTA OTpeiensieTcs CPOKOM MOAHOCTH
JIEKAPCTBEHHOrO NPENapaTa A MEAHLUHCKOIO IPHMCHEHNUS.

Assessment: / 3aimioueHue:  The batch complies with the specifications according to ND JIC-000295-1 60721,/
Cepus coorBercTRYeT TpeGoBanusM HOpMAaTHBHOrO AokyMenTa JIC-000295-160721.

s
2 Udsr1_
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®
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTHOHUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumenoBaHHe npenapata Boja pna nHbekuui (pacTBOPHTEND)
Batch no./ Homep cepun 22H1
Amount of product per batch / Paamep > 90610
cepHH
Date of Control / 1ata ananusa 09/2022
Manufacturing date / Jata nponsBoacrea :©  08/2022
Expiry date /IaTa oxoHYaHHR CPOK2 0772027
TIHOCTH
Water for injections (solvent) / Bona nas uebexumii (pacTeopHTean)

TESTS / IIOKA3ZATEJIH _ SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI

Description /Onncanne Clear, colourless liquid without odor, / Complies / CooTBeTCTBYET

Ipospaunas becuBeTHas XKUAKOCTE 0e3
3amaxa.

Visible particles /
Budumsie wacmuypl

Sub visible particles /
Heguoumpre uacmuypr

>10 um particles /
JacTHY paMepoM = 10 MrM

=25 um particles /
YACTHL pa3MepoM = 25 MKM

Acidity and alkalinity /
KucnoTRoeTh ¥ LIET09HOCTL
|

l Reducing substances /
BoccranaBanpalommue
BelllecTBa

Particulate matter / MexaHuuecKHe BKIMYEHHST

" Should be absent. / JonAKHEI OTCYTCTBOBATE. Absent / OTC}’TCTB;}OT

Not more than 6000 particles per ampoule; / 15
He 6onee 6000 na aMnyay;

Not more than 600 particles per ampoule. / 1
He Gouiee 600 Ha amiyny.

| Test sample should pass the test. / Complies / CooTBETCTBYET

HceneiTyemblit o0pasen nomKeH BLICPKEBATD
HCTIBITAHHE.

Test sample should pass the test. / Complies / CooTBETCTBYET
Henbrryemeiii obpasen aoikeH BIISp/KUBaTh
HCTIBITAHUE.

Carbon dioxide
Yraepona AMOKCHA

Chlorides/ Xnopuasl

No turbidity should be observed within 1 hour. L Complies / CoorseTcTBYET
/ He momxHO GBITE NOMYTHEHHUA B TEYEHUE
1 yaca.

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

Nitrates and Nitrites/

Hutparsl H HHTPHTHI

| Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

He tonee 0,00002 % (0,2 ppm).

Sulphates / Cyasdath -

No turbidity should occur within not less than Complies / Coorserctayer
1 h. / B tedenue He MeHee 1 yaca He AOMKHO
HabIoaaTbHCH JTOMYTHEHHE,
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®
Y GENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIU3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMbI

Ammonium / AMMOHHI{

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

RESULTS / PE3YJIbTAThHL
<0.6 ppm

Calecium and magnesiem /
| Kasabumii u Marnmii

Pure blue color should be observed (without a
violet hue). / JomkHo HabmoOaTECH JHCTO
cMHee oKpamnBadue (0e3 ¢uoneTororO
OTTEHKa).

Heavy metals/ Takenbie
MeTabl

Residue after evaporation /
Cyxoii ocTaToK

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

Complies / CooTreTcTIBYET

<0.00001 % (<0.1 ppm)

| Not more than 0.004%. / He Gosee 0,004%.

Conductivity /
DIEKTPONPOBOAHOCTE

Not more than 25 pS/cm. /
He 6onee 25 MmxCwm/cM.

0.000 %

15 pS/em./
15 MxCwm/cm.

Extractable volume /
Hasnekaemblii 00beM

Bacterial endotoxins /
BakTepHaibHbIe IHAOTOKCHHBI

Sterility / CrepuibHOCTD

Not less than label claim (not less than 2 ml). /
He Mence HOMHHAILHOTO (He MeHee 2 MIT).

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Boms! 1
HWHBEKIHH.

2ml/
2 M1

<0.25EU/mL /
<(.25ED/ Mn

Should be sterile. / JomkHaa OBITE CTSPHIBHOIL.

Sterile / CtepuiibHo.

Packaging / YnakoBka

: Shelf-life / Cpok roanocTn

Assessment: / 3axmoueHHe:

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. /
TeppuyHas YIAKOBKA

Mo 2 mu pacTeopuTens (Bofa A HHBEKUWH) B
amnyny w3 OecupeTHoro crekna, Ten I Ha
BCPXACH UACTH aMIynel HAHECEHA TOUKa
Pa3noMa OparKeROro LBLTA,

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. /
[MepBrunas yIaKOBKA

ITo 2 Ma pacTeopuTend (Boaa I
HHBEKLHI) B aMIysly M3
GecuperHoro crexsta, tHOD 1. Ha
BEpXHel YacTH aMIyJibl HaHeceHa
TOUKA [a3710Ma OPaHKEBOT0 LIBET. |

l, 5 years. / 5 sier.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeboBaHHAM HOpMaTHBHOTO ToKyMenTa JIC-000295-160721,

Ali Ethemoglu
Quality Con}rol Supervisor

204 (‘;'JSLE NTA
“?)Q@an% i ve Ticfai'e/l
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®
GRGENSENT

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIM3A

Water for injections (solvent) /
Boja 14 BHBEKIMH (PACTBOPHTE/Ib)

Name of Product/
HaumenoBanHe npenaparta

Batch no./ Homep cepun . 22H2
Amount of product per batch / Pazmep : 89859
cepHu

Date of Control / laTa anannsa 1 0972022
Manufacturing date / lata npoussoxcrsa @ 08/2022
Expiry date /[IaTa okoH4YaHHs CpoKa 1 0772027
TOHOCTH

Water for injections (solvent) / Bona o151 unnLexnmii (pacTBopuTens)

TESTS / IOKA3ZATEJH SPECIFICATIONS / HOPMEI RESULTS / PE3YJILTATBHI

Description /Onucanue Clear, colourless liquid without odor. / Co_mplies / CooTBeTCTBYCT
TTpo3paunan 6eciBeTHAs JKUAKOCTE He3

3amaxa.
Particulate matter / MexanHuyecKHe BRANYEHHA
Visible particles / Should be absent. / JloykHBI 0TCyTCTBOBATE. | Absent / OTcyTCTBYIOT
Budumere uacmuijor
Sub visible particles / B
Hesuoumvle wacmuysl
>10 pm particles / Not more than 6000 particles per ampoule; / 13
1acTHl pazMepoM = 10 mxm | He 6omee 6000 Ha amnyny;
>25 pm particles / Not more than 600 particles per ampoule. / 0
yacTHL pasMepoM > 25 MkM | He Gonee 600 na ammyny.,
Acidity and alkalinity / | Test sample should pass the test. / Complies / CoorsercrByer

HcneiTyeMelii o0pasell JomikeH BEIASPKHBATD
UCTIBITAHHE.

KHCI0THOCTE H IE0YHOCTh

Complies / CooTBeTCTBYET

Reducing substances /
BoccTraHasIHBaIOlIHe
BelllecTBAa

| Test sample should pass_the test. /

HcneryeMerit o0paser 10mKeH BLJICPKHUBATh
HCIBITAHHE.

Carbon dioxide
¥rnepona AHoKCcHA

/ He momxHO GBITH MOMYTHEHHS B TEUEHHE
1 yaca.

Chlorides/ Xnopunnb

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Nitrates and Nitrites/
HuTpaThl A HUTPHTEI

Sulphates / Cyasdarni

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

No turbidity should be observed within 1 hour.

No turbidity should occur within not less than
1 h. / B Teuenne He McHee 1 Hwaca He JONAHO
HAOJIOIATECA TIOMYTHEHHE.

Complies / CooTBeTCTRYET

<0.5 ppm
<0.00002% (<0.2 ppm)

Canplies / C;OTBEI‘CTBYGT




®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

TESTS / MOKA3ATEJIH

SPECIFICATIONS / HOPMBEI

RESULTS / PE3YJBTATEI

" Ammonium / AMMoHHii

" Calcium and magnesium /
Kanbumii 1 Mmaruuii

Heavy metals/ Taxennie
METAJLIbI

i Not more than 0.6 ppm. / He Sonee 0,6 ppm.

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / Jlomkno HaOMOoAaTECs YucTo
CHHee okpalyBaHue (be3 groaeTorOrO
OTTEHKA).

Complies / CooTBeTcTBYET

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

<0.00001 % (<0.1 ppm)

_Sterility / aefm.rl;ﬂocn

Packaging / Ynakoska

HHBCKIHH,

Should be sterile. / JomkHa OLITh CTEPHAEHOLH,

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 YOakoBKa

amnyny W3 OCCIBETHOTO CTekaa, THm [. Ha
BepXHell YacTH aMmylbl HAHECEHAZ TOYKA
PAz3I0Ma OPAHKEBOTO TBETA.

| Shelf-life / Cpok roqsoctn

Assessment: / 3axoueHue:

5 years. / 5 JieT.

ITo 2 M pacTBopHTens (Bofa AJi HHBEKLINIT) B |

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

' Conductivity / Not more than 25 pS/cm. / 8 pS/iem./
IeKTPONpOBOAHOCTH He Bonee 25 mxCm/cm. 8 MrCm/cM.
Extractable volume / | Not less than label claim (not less than 2 ml). / 2ml/
HzBnexaembiii 00beM He meHee HOMUHAEHOTO (He MeHee 2 MIT). 2 Mn
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTepHanabHBIE 3H10TOKCHHBI | injections. / He 6omee 0,25 ED/Mn ogs! ois <0.25E2/Ma

Sterile / CrepuibHo.

Primary package

2 mL of the soilvent (water for
injections) in a colorless glass
ampule type 1 with an orange one-
point-cut at the top of the ampule. /
IleppryHan vnakoBKa

Ilo 2 mn pacrsopurens (Boma AnA
WHBEKOWI) B ammyny — H3
OecriperHoro crekna, tHO I Ha
BepxHell YacTH aMImynsl HaHeceHa
TOUKA [AYIOMA OPAHMKCBOIO LBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus coorseTcTBYeT TpeOOBaHUAM HOpMATHBHOTO JokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

@@
\lag Sa y »\%&'@&%/

2/2




®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJNU3A

Name of Product/ Water for injections (solvent) /
HaumenoBaHue npenapara Boga pnda nHbeKuMil (pacTBOPHTEIb)
Batch no./ Homep cepuu 22H3

Amount of product per batch / Pasmep : 89339

cepHn

Date of Control / JaTa anannia 09/2022

Manufacturing date / Jlara npon3soacTsa 08/2022

Expiry date /IaTa okoH4aHHS ¢POKA 07/2027

TOOHOCTH

TESTS / NOKA3ATEJH

Water for injections (solvent) / Bona niaa uHbexnuii (pacTeopuTeNDL)

I SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJBTATBIL

Description /Onncanne

| Clear, colourless liquid without odor. /
[po3paunas GcclBeTHAN KUAKOCTE Oe3
3anaxa.

Particulate matter / Mexannueckne BKAKSEHHA

 Visible particles /
Budumvie uacmuipr

Sub visible particles /
Hegudumere yacmuyer

=10 pm particles /

YacTHL pa3MepoM = 10 MEM

>25 pm particles /

YACTHL] pazMepoM > 25 MxM

Should be absent. / JIo/miHBI OTCYTCTBOBATE.

Complies / CooTBeTcIBYET

Absent / OTcyTCTBYI0T

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha amnyy;

Not more than 600 particles per ampoule. /
He Gomee 600 na ammyy.

| Acidity and alkalinity /

KHC/IoTHOCTE H IISJ04YHOCTh

Test sample should pass the test. /
Henkrryemelii obpazel JonkeH BBIISpKUBATh
MCIBITaHUE.

Reducing substances /
Bocceranasnnsarine
BelecTBA

| Carbon dioxide
Yraepoaa JHOKCHI

Chlorides/ Xaopaasl
Nitrates and Nitrites/

HuTpaTtsl H HHTPHTLI

Test sample should pass the test. /
HeneiTyemeiit o6pasel] JOMKeH BRIIEPKHBATE
HCTIBITAHHUC,

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYCT

| No turbidity should be observed within 1 hour.

/ He nomxHno GBITh NOMYTHEHNS B TEYEHNE
1 1aca.

Complies / CooTeeTCTBYET

Sulphates / Cyandarth

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

<0.5 ppm

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

| No turbidity should occur within not less than

1 h./ B TeueHne He MeHee | yaca He NOKHO
HabMONATECS TTOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CoorercTBYeT
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RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

| TESTS / NIOKA3ZATEJIH
" Ammonium / AMMoRHii

Calcium and magnesium /
Kanbumit B Maruumii

Heavy metals/ Ta:xenbie
MeTaJlIbl

SPECIFICATIONS / HOPMbI

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

| Pure blue color should be observed {without a

violet hue). / HomaxHo HabnOnaTECS YACTO
cHHee oKpainBaHue (0e3 ¢roneToBoroe
OTTEHKa).

| Not more than 0.00001 % (0.1 ppm). /

He 6onee 0,00001 % (0,1 ppm).

RESULTS / PEIYJIBTATEI

<0.6 ppm

Complies / COOTBeT_CTByer

<0.00001 % (<0.1 ppm) |

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxo#i ocTaTox
Conductivity / ‘Not more than 25 uS/em. / 8 uS/em./
JICKTPONPOBOAHOCTD He bonee 25 MrCwm/cM. 8 MrCwM/cm,

i Extractable volume / Not less than label claim (not less than 2 n"ﬁ). / 2ml/
H3saexaemerii oGbem He mMenee HoMuHAIBHOTO (He MeHee 2 MA). 2 mMn

" Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTepuanbibie SHIOTOKCHNLY | injections, / He Gomee (0,25 E3/Ma Boast ans <025 E3/Mn

HHBEKLH.

Sterility / CrepuasHoeTh

Should be sterile. / TomxHa 6BITE CTEPHNBHOMH.

Packaging / Ynakoska

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. /
HepputiHad v IakoBKa

Mo 2 mn pacteopures (BOAA JIAsl UHBEKIMA) B
amnyny u3 OecuperHore creina, tan I. Ha
BepxHelf uacTH aMIyNEl HaHeceHa Touka
pasnoMa OpamKeBOTO LBETA.

Sterile / CTepunnHO.

| 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. /

IlepBHYRad v HakOBKA

IMo 2 Mn pacTROpmMTEN (BOAA IS
U3
OecupetHoro crexna, tun 1. Ha

HHBEKIHH) B aMITy Iy

BEPXHEH YacTW aMIlyllbl HAHECEHA
TOUKA Pa3IoMa OpamkeBoTo IIBETA.

Shelf-life / Cpok rozHocTH

5 years. / 5 ner.

Assessment: / 3axmouenue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepud cooTBeTcTRYeT TpeDOBaHNAM HOPMAaTHBHOTO mokyMmeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor
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BeenseN

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJH3A

Name of Product/ Water for injections (solvent) /

HammenoBaHHe npenaparta Bojaa ansa uHbEeKUHH (PACTBOPHTEND)

Batch no./ Homep cepmun 22H4

Amount of product per batch / Pazmep 90051

cepun

Date of Control / laTa anann3za 09/2022

Manufacturing date / lata nponsBoactea :  08/2022

Expiry date /laTa okoHuaHHs cpoka o 072027

TOIHOCTH

Water for injections (solvent)} / Boaa st nubexnui (pacTeopHTENL)

' TESTS / MOKA3ATEJIH SPECIFICATIONS / HOPMb}

' Description /Onucanne

Clear, colourless liquid without odor. /
FIpozpaunad OeciBeTHas KHAKOCTh Oe3
3amnaxa.

| RESULTS/PE3Y.JIbTATHI

| Complies / CooTBetcTBYET

Particulate matter / Mexann4ecKHe BRIKOEHHA

Visible par@es /
Buoumsie vacmuyer

Sub visible particies /
Hesudumwre yacmuybl

>10 pm particles /
4JacTUL pazMepoM = [0 MM

=25 pm particles /
TACTHIL PAIMEPOM > 25 MKM

Acidity and alkalinity /
KHCIOTHOCTL H IE104YHOCTh

| Should be absent. / omxHbl OTCYTCTROBAT.

Not more than 6000 particles per ampoule; /
He donee 6000 Ha aMmyiTy;

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

Test sample should pass the test. /
HenpiTyeMplit 06pazel] A0/DKeH BEIEP/KHBATD
HCTILITAHHE.

Absent / OrcyreTBytor

Complies / CooTBeTCTBYCT

Reducing substances /
BoccranapanBawmnme
BelllecTBA

Test sample should pass the test. /
HenbiTyembiil obpasen A0MKEH BLIICPKHBATH
HCIIBITAaHHE.

Complies / CooTReTCTRYET

Carbon dioxide
Yraepona aHoxcHn

Chlorides/ X1opnani
Nitrates and Nitrites/

HuTpaTs!l H HHTPHTBI

No turbidity should be observed within I hour.

/ He nomxHo OBITH IOMYTHEHUA B TCUECHHS
1 yaca.

' Not more than 0.5 ppm. / He 6once (0,5 ppm.
Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

Complies / CootBeTcTBYeT

<(.5 ppm
<0.00002% (<0.2 ppm)

Sulphates / CyasdaTns

No turbidity should occur within not less than
1 h. / B tevenure we MeHee | yaca He HOIKHO
HaONIOAATLCA NOMYTHEHHE.

Complies / CootBeTcTBYET
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®
Y GENSENT

CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIN3A

TESTS / HOKA3SATEJHA

I SPECIFICATIONS / HOPMBI

| RESULTS/PE3YJBTATBHI |

Ammonium / AMMoHH

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

| <{}.6 ppm

Calcium and magnesium /
Kanbuui n marumii

Pure blue color should be observed (without a
violet hue), / Jloikro Habltoaarees YMCTO
CHHee okparuBaHue (6e3 puoneTosoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tsxensre
METALIBI

Residue after evaporation /
Cyxoii ocTaTok

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

<0.00001 % (<0.1 ppm)

Conductivity /
DIeKTPONPOBOIHOCTE

Extractable volume /
H3BaexaeMblii 00beM

Bacterial endotoxins /
BakTepnanbHble SHIOTOKCHHBI

' Sterility / CrepuasHocTn

' Packaging / Ynaxopka

Shelf-life / Cpox reanoctn

Assessment: / 3axmoueHue;

Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Not more than 25 pS/cm. / 9 uS/cm./
He Sonee 25 mMrCum/cM. 9 MKCM/CM.

| Not less than label claim (not less than 2 ml). / 2ml/
He Menee HoMuHansHoro (He MeHee 2 M), 2 M
Not more than 0.25 EU/mL of water for <025 EU/mL/
injections. / He 6omee 0,25 ED/Ma Boabl /U1s <0.25 ED/mn

UHBEKLMH.

Should be sterile. / Jlomxna O6bITE cTepHIEHO.

Sterile / CTepunbHo.

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type 1 with an orange
ong-point-cut at the top of the ampule. /
[TepBuvHad v MAKOBKA

ITo 2 mn pactopuTens (BoAa il UHBEKLIHIT) B
amiyay w3 OecuseTHoro creknma, tan 1. Ha
BepXHell d9acTH aMIylbl HaHEeceHa TO4YKa
pazioMa OpaHXKeBOTo LIBETA.

_. 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. /
[lepBuyKag yHaKOBKa

ITo 2 Ma pacteoputena (Boma Aas
HWHBCKIMIA) B amity.ry u3
OecuperHoro crekng, tan 1, Ha
BepxHEll 4acTH aMIIyNbl HaHeceHA
| TOYKa [1a37I0Ma O)aHKEeBOTO LBeTA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTeTcTBYeT TpeboBaHHIM HOpMATHBHOIO nokymeHTa JIC-000295-160721.

Ali Ethemoglu

Quality Cﬁtrol Supervisor
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