CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Name of Product/
HanmeHoBaHue npenapaTa

Batch no./ Homep cepiu

Amount of product per batch /
Pasmep cepnn

Date of Control / Aara ananusa

Manufacturing date / laTa
NPOH3BORCTEA

Expiry date /[laTa okoHuYaHHA
€pOKa rOAHOCTH

TESTS / HIOKA3ATEJH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPEJI®, nneduansar Aasi NIpHTOTOB/JIEHHS pacTBOpa 149

HHbeKIHi, 20 Mr
24106161 A

41.613,000

10.2024
09.2024

08.2027

SPECIFICATIONS / HOPMbI

_Appearance / Onucanne

Identification / [TopuuHOCTS

Tenoxicam by HPLC/
Tenoxcuram (BKX)

Tenoxicam by UV-

spectrophotometry / Tenoxcuxam

(Y-
crRekmpodomomMempdeckiii)

(254 M) ).

Yellow with greenish tint lyophilized powder. /
JaodHUIAINPOBAKHEIA  NIOPOLIOK  KEATOr0 ¢
3EJICHOBATHIM OTTEHKOM LIBETA.

RESULTS/
PE3YJABTATHI

Complies / CooTBeTcTRyeT

| 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 impuritiecs (254 nm)). / Bpems
YIepKUBaHAA mMka  TEHOKCHKaMa  Ha
XpoMaTorpaMMe  HCIBITYEMOTO pacrsopa
TIOJDKHO COOTBETCTBOBATE BPEMEHH
YIACPKHBAHHA  TIHKA  TEHOKCHKaMa  Ha
XpOMaTOTpaMMe CTaHNapTHOTO PpacTeopa (cM.
«PoxncreenHbie TIPHMECHY, ONpENeNICHAS
€IMAAYHBIX TpEMeceli M CyMMsl TipuMmeceil

Complies / CooTReTCTBYET

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 4 2 nm (see
“Assay of Tenoxicam” test). / VY®d-cmextp
TIOTTIOIIEHHA HCTIBITYEMOTO pacTBopa,
NPUrOTOBIECHHOTO pani i:4 KONMYECTBEHHOTO
onpenenenus, B odnactu ot 230 am mo 400 HM
HZOMKEH MMETh MaKCHMYMBl NPyt JUIBHAX BOJIH
257 £ 2wm, 285 = 2pM W 368 £ 2nm (oM.

«KonnyecTeeHHOe OIIPEACIICHHEC TGHOKCHK&M&»). |

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TIOKA3ZATEJIU

Sodium metabisulfite /

|
Hampua semaducyvghum

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJALTATHI

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 yaepxuBanus muka
HaTpua MerabHCynbhHTa HA XPOMATOIPAMME
ACIBITY€MOTO pacTropa OOHKHO
COOTBETCTBOBATL BPEMEHH YAEPIKUBAHWA [HKA
HaTpud Merabucynedpra HA XpoOMaTorpaMme
CTAaHAAPTHOro pacteopa (oM. «Konudectsenuoe
onpeeneHNe HATPHA MeTabucysdiran).

Dissolving time / Bpems
pacTBOpeHHA

CEeKYHI,

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJEHHOTO PACTBOpA

Complies / CooTBeTcTBYET

Not more than 60 seconds. / He 6Gonee 60 |

22 sec /22 cex

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
TOMKEH PAacTBOPATLCS MONHOCTBH) c
OTCYTCTBHEM HEPACTBOPSHHBIX HaCTHI, Oe3
BHEUMBIX MEXAHHYECKHX BKIKUEHHH. Pacrsop
IOJDKeH OBITE PO3PAYHBIM,

Solution clarity /
ITpospasiHocTs pacTeopa

Solution Color /
IliBeTHOCTHL pacTBOpa

pH

Particulate matter / MexannueckHe BKIYCHNS

Visibie particles /
Buoumvie yacmuywl

| Subvisible particles /
Hegudumpre yacrmuybl

=10 um particles/

Hacturg pazmepoM > 10 Mk

=25 pm particles/

Yactuo pazMepoM = 25 MKM

Complies / CooTBeTCTRYET

The product solution should be clear. / Pactsop
npenapara Jo/DKeH OBITh HPO2PAuHEIM.

The product solution should not be more
intensively colored than the reference solution
GY\. / Crenens OKpacky pacTBOpE Mpenapara He
JOIKHA [IPEBBIIaTh 3Tanol GY .

7.5t0 10.0. /Ot 7,5 mo 10,0.

Should be absent/ JIoM¥HBI OTCYTCTBOBATE

Not more than 6000/vial; /
He Sonee 6000 Ha dnakon;

Not more than 600/vial. /
He 6omee 600 Ha duiakon,

Compilies / CooTBeTCTBYET

Complies / CooTreTcTRYCT

9.0

Absent /OrcyTeTBYIOT

26/ vial
26 / dnaxon

0/ vial
0/ dmakon
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CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIM3A

TESTS / TEOKA3ATEJIW

SPECIFICATIONS / HOPMbI
I

Related substances / PoacTrBeHHbIe IpHMeCH

2-aminopyridine /
2-aMHHOTTHPUIHH
Individual unidentified impurity /

Emunmunas
HEHIEHTHOUIHPOEAHHAA TIPHMECE

Total impurities /
Cymma npuMeceit

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

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

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

' Uniformity of dosage units /
OnHopoaHoecTEs A03HPOBAHHS

The Acceptance value (AV) should be not more
than 15.0. / INokazatens upuemnemocts (AV)
moKeH OpITh He Gomee 15,0.

" Water /Bona

Not more than 3.0 %. / He 6onee 3,0 %.

RESULTS /
PE3YJIBTATBIL ,
detected / He |
o0Hapy:keHa
detected / He
o0HapyxeHa
detected / He
oOHapyxeHa
AV=21 (n=10)
1.0 %

[ ; =
Bacterial endotoxins /
| BaktepuajnbHble 3JHIOTOKCHHDI

! Sterility /CtepuabHocTh
|

Tenoxicam / Tenoxcuxam

Sodium metabisulfite /
Hampua mematucytohum

| Assay / KonndecTBeHHOe onpe/ie/ieHHe

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/Mr TeHokcukaMa.

<(.128 EU/mg /
<(.128 ED/ mr

Should be sterile. / lomkeH ObITE CTSPIITBHBIM.

] 90.0% to 110.0% of C]3H11N304Sg (tenoxicam)
of label claim. / Or 90,0% nmo 110,0%
| CisH1iN3048; (TeHOKCHKaM) OT HOMHHATRHOTO
conepiKaHu.

85.0% to 110.0% of Sodium metabisulfite of the

label claim. / Ot 85,0% no 110,0 % wHarpua

MeTabucynbduTa oT HOMHHAITEHOTO
| cofepaKanus.

Sterile / Crepunen

101.2 %

96.5 %
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CERTIFICATE OF ANALYSIS/ CEPTUO®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

Package / YnakoBka

Shelf-life/ Cpox roaHocTn

SPECIFICATIONS /HOPMbI

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. /
TlepeHYHAS YOAKOBKA

ITo 20 Mr TeHOKCHKaMa BO (IakoH u3

OecLIBETHOTO CTEKIA THIT I,
YKYIOPSHHBIH TIpobkoit H3
OpoMOYTIIOBOH  pe3sHHEI,  oOxarToi

ANMHOMHAHHEBEIM KONNAYKOM ¢ KOHTPOJIEM
HNEPBOTQ BCKPBITHA H IUIACTHKOBBIM

OHCKOM TIOBEPX ATFOMHHHEBOIO
KOJIITavKa.
| 3 years. / 3 roma.
KIT/ KOMILIEKT

TESTS / IOKA3ATEJH

SPECIFICATIONS / HOPMbI

Kit package / VYnakxoeka
KOMILICKTA

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 | pack./

leaflet in a carton pack. /

Bropuynan 4 makoBka

Ilo 3 d¢nakona c¢ mnpemapatoM u 3

|
Ilo 20 Mr TeHoKcHKkaMa Bo (makoH w3

aMIIyilbl ¢ PACTBOPHTCICM ITIOMEILIAKIT B |

KacceTy U3 NONMBUHHIXIOPHIA.

1 kacceTy BMEcTe ¢ MHCTPYKUHe 110
TIPAMEHEHHIO TOMEaloT B MUKy
KapTOHHY.

Labeling/ MapkupoBka

According to the ND. / B cooTBeTcTBHM [ Complies as prescribed / Cooreercrayer

€ HOPMATHEHOI JOKYMEHTAUHCH,

RESULTS / PE3YJILTATEI
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. /
IleppruyHag yIIakoBKA

HecnserHoro cTerIa THI 1,
YKYNOPEHHEIA npodKoi W3
OpomOyTHITOBOH  pesuHBl,  ObKaToif

ANHIOMHHHEBBIM KOATIAYKOM ¢ KOHTPOTICM
ICPBOTC BCKPBITHA H ILIACTHKOBLIM

JHCKOM NOBEPX ANOMHHHEBOTO
KOJIA4KA. .
|
RESULTS /PE3YJILTATHI

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

Bropuanasn yi1aKoBKa

Ilo 3 d¢nakona ¢ mnpepaparom # 3
aMIyNEl ¢ pacTBOPUTENEM IIOMEMIANOT B
KacceTy M3 NONHBHHWDUIOpHAA. |
KacceTy BMeCTE ¢ WHCTPYKIHeH TIo
OPAMEHCHEIO  TIOMELIAlT B ITaukKy

KapTOHHYIO.

TpeOOBaHMAM
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CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIU3A

Kit storage / | For confizuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHenne KOMILIEKTA

in the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

JLiust vy makoBgH 110 3 (InaKoHa ¢ OpenapaToM ¥ 3 aMIvJIbl ¢ DACTBO[IHTENEM B
| KacceTe:

B opHrunaneHoii yraxoeke ((hakoHE ¢ MPCNApaToM W aMITyIIEl ¢ PACTBOPHTEREM B
[1avKe) [IpH TeMIleparype He Bele 25 °C.

| Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox roanoeTn Komiaekra | human use. / 3 roga. Cpok roIHOCTH KOMIUIEKTA OTPEAENIETCA CPOKOM TOAHOCTY
JIEKapCTBEHHOrO IIPenapaTa g MeTUIIHHCKOTO TIPHMEHEH S,

Assessment: / 3axmouenne:  The batch complies with the specifications according to ND JIC-000295-16(721,
amend #1 on 25.04.2023. /
Cepusi cOOTBETCTBYET TPeOOBAHUAM HOPMATHBHOTO Jokymedta JIC-000295-
160721, M3menenne Nel ot 25.04.2023,

API name (INN) / naumenosanue APC (MHH): Tenoxicam / Tenokcukam
API manufacturer batch number / | 92035723

Homep cepnn nponssogutens ADC: |

FP Manufacturer API Batch number / 23111680

Homep cepun cyGeranumn npoussogutens I'JId:

APl Manufactured by & country / Edmond Pharma S.r.L., Italy /
1lponseoautens ADC, cTpana: Smmong Papma, C.p.JL., Mranus

Quality Control Supervisor

- fENER GURGEN
A
A7 “pinG
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GENENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIA3A

Name of Product/ Water for injections (solvent) /
Haumenosanue npenapara Boga aia HHbeK1Hii (DacTBOPHTE/Ib)
Batch no./ Homep cepun amn
Amount of product per batch / Pazmep ;88547
CCPHH
Date of Control / IaTa anann3za 05/2024
Manufacturing date / JaTta npomssoncrea : 09/2023
Expiry date /laTa okoH'IaHHA CPOKa 1 08/2028
TOIHOCTH
Water for injections (solvent) / Boxa nns nanexunii (pacTsopuTteib)
TESTS / MOKA3SATE.IH SPECIFICATIONS f HOPMbI

| Description /Onncane

Clear, colourless liquid without odor. /
IpospavHas GecuBeTHAs XKHAKOCT O3
3amnaxa.

RESULTS / PE3YJBTATEL
Complies / CooTBeTCTBYET

Particulate matter / MexaHudecKHe BKIANDYEHHA

Visible particles /
Buounmvie vacmuysr

Should be absent. / JEomkHBEI OTCYTCTBOBATE.

Sub visible particles /
Hegudumore yacmuybl

>10 pum particles /
YacTHI pasMepoM > 10 MEM

>25 um particles /
YACTHUI| PAIMEPOM = 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 amMmyny.

Absent / OTcyTcTBYIOT

Acidity and alkalinity /
KHcJ0THOCTD H IMENOUHOCTh

Reducing substances /
Boccranasausalomiye
BCLICCTEA

Carbon dioxide
VYraepona nnoxcun

Test sample should pass the test. /
HcmeiTyeMelit obpasen I0/KeH BBUIEPKHBATE
HCIIBITAHHC.

Complies / CooTBeTcTBYET

Test sample should pass the test. /
HcnerryeMelii o0pasen JoMkeH BBIIEPKHBATE
HCITEITAHKE.

; No turbidity should be observed within 1 hour.

/ He noyokHo OBITh IOMYTHEHHA B TEUEHHE
| gaca.

Complies / CootBeTcTBYET

Complies / CootBeTcTBYET

Chlorides/ X.l:opmlu

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

‘Nitrates and Nitrites/

HHTpaTbl H HUTPHTBI

Sulphates / CyasgaTsl

Ammeonium / AMMoHREH

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

<0.5ppm

<0.00002% (<0.2 ppm)

| No turbidity should occur within not less than

1 h./ B Teyenue He medee 1 yaca He JOIKHO
HabII0IATbHCH TTOMYTHEHHE.

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

Complies / CooTreTCTRYCT

<{1.6 ppm
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RGENsENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

[ TESTS/NOKA3ATEJIH

SPECIFICATIONS /f HOPMbBI

Calcium and magnesium /
Kaannnii n marani

Pure blue color should be observed (without a
violet hue). / JomxHo HabMIOZATECA YHCTO
cHHee okpalmMBanpe (6¢3 proneToBoro
OTTEHKa).

Heavy metals/ Taxenanie
MeTallbl

Residue after evaporation /
Cyxoii ocTaToK

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

RESULTS / PE3YJIbBTATHI

Complies / CooTBercrByeT

<0.00001% (<0.1ppm)

Not more than 0.004%. / He 6omee 0,004%.

Conductivity /
JIeKTPONPOBOTHOCTE

Extractable volume /
H3BJexaeMbiil 00beM

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

| Not less than label claim (not less than 2 ml}. /

He Menee HOMAHATBHOTO (He MeHee 2 MIT).

Bacterial endotoxins /
BakTepHAlbHbIE YHI0TOKCHHBI

Sterility / CtepuibHocTE

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/mn Boas! ans
WHBCKLFH.

0.000 %

& puS/em./
8 MrCMm/cm.

2ml/
2mM1

<(0.25EU /mL/
<(0.25E3/ mn

Should be sterile. / JlonxkHa GBITE CTEPIITBEHO.

|
Packaging / Ynaxosxa

Shelf-life / Cpox ronHoeTH

Sterile / CTepunbHo.

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. /
TlepBuunan v DaKoBKa

TTo 2 Mt pacTBOpHTend (BoIa Wi HHBLEKIM) B
amnyny w3 OecuseTHoro crekda, tam 1. Ha
BepxHell 9acTH aMnynsl HAHCCCHA ToYKa
pazaoMa OpalKeBoro UBeTa.

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. /
llepBAUHAA Y TTAKOBKA

Mo 2 mn pacTBOpUTENA (Boma uid
HHBEKUMH) B aMIysTy — a3
fecuseTHoro crekiIa, THO 1. Ha
BepXHel HacTH aMmyJihl HaHeceHa
TOYKA [a3.10Ma OPAHKEBOrO LBETa.

|'s vears. / 5 ner.

Assessment: / 3akiio4enue:;

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepust cOOTBETCTBYET TpeSOBaHHAM HOpMaTHBHOTO noxymenTa JIC-(00295-160721,

Hamenenne Nel or 25.04.2023,

Ali Ethemoglu

Quality Cxlrr; | ll.Supervisor
| i

o

-l \

d

2/2




®
(Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Name of Product/
HanMeHOBAHHE ApenapaTa

Batch no./ Homep cepun

Amount of product per batch / Pasmep

cepHH

Date of Control / laTa anaanza

Manufacturing date / laTa npon3ronceTea

Expiry date /laTa oKoHMAHHSA CPOKa

rogHoCTH

‘Water for injections (solvent) /

Bopaa aia HHBEKIHA (PACTBOPHTEb)

4281
89529

05/2024
02/2024
01/2029

Water for injections (solvent) / Bona ansa nHLexunii (pacTBOpHTeNb)

TESTS / IIOKA3ATEJIX
Description /Onucanne

SPECIFICATIONS / HOPMHB!

RESULTS / PE3YJIbTATHI

Clear, colourless liquid without odor. /
IMpo3pagnas GecupeTHas KUIKOCTE O3
3amaxa.

Particulate matter / MexaunyeckHe BEIIOYEHAA

Visible particles /
Buouwusbte yacmuyel

Sub visible particles /
Heaudumpie yacmuybt

>10 pm particles /
qacTHI] pazMepoM > 10 mMxm

=25 pm particles /
YACTHI] pa3MepoM = 25 MKM

Acidity and alkalinity /
KucaorHocth 1 HICJIOYHOCTE

Should be absent. / JIomKHBI OTCYTCTBOBATh.

Complies / CooTBeTcTBYET

Absent / OTcyTCTBYIOT

Not more than 6000 particles per ampoule; /
He Gonee 6000 1z amnyy;

Not more than 600 particles per ampoule. /
He 6onee 600 sa aMmymy.

564

45

Test sample should pass the test. /
HcenpiTyeMslii o0paser A0MKCH BBIICPAHBATE
HCIIBITAHHE,

Reducing substances /
Boccranasamparmue
BelIecTBa

Test sample should pass the test. /
HcnbrryeMelii oOpa3sel] 001KEH BLIACPAHBATE
UCIBITAHKE,

Carbon dioxide
Yraepona fHOKCHA

Chlorides/ XnopHaap1

Nitrates and Nitrites/

Hurpatsi H HHTPHTHI

No turbidity should be observed within 1 hour.

/ He momsxHO OBITE NOMYTHEHWS B TEUEHUE
1 uaca.

Complies / CooTBeTCTBYET

Complies / CooTeeTCcTBYCT

Complies / CooTBeTCTBYET

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

<0.5ppm

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

Sulphates / Cyabdatn

No turbidity should occur within not less than
1 h. / B Teyenne e MeHee | yaca He HOIDKHO
HAOIOIATECH OMYTHEHHE.

Ammonium / AMMoHHI

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

<0.00002% (<0.2 ppm)

Complies / COOT;BTCTByeT

<0.6 ppm
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®
YGENSENT

CERTIFICATE OF ANALYSIS / CEPTUHOUKAT AHAJIU3A

TESTS /IIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

Calcium and magnesium /
Kaasumif 1 marnaii

Heavy metals/ Ta:xensie
METALbL]

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

Pure blue color should be observed (without a
violet hue). / lomkHo HAGMIODATECA YHCTO
cHHee okpaiznBanne (6e3 dHoneToBOrO
OTTEHKa).

Complies / CooTBeTCTBYET

He 6onee 0,06001 % (0,1 ppm).

' Residue after evaporation /
Cyxoii ocTaToK

i Conductivity /
JNeKTPONPOBOJHOCTE

<0.00001% (<0.1ppm)

Not more than 25 pS/em. /
He 6onee 25 MKCM/cM.

Extractable volume /
HzBaexaemblii o0onem

Bacterial endotoxins /
BaKTepHaIbHble SJHA0TOKCHHLI

injections. / He Gonee 0,25 E3/mn Boae! s
HHBCKLMH.

Sterility / CrepuasHocTh

Packaging / Ynaxosxa

Should be sterile. / JomxHa OBITE CTEPIILHOM,

Not more than 0.004%. / He 6omee (,004%. 0.000 %
7 pS/icm./ -
7 MKCM/cM.
Not less than label claim (not less than 2 ml), / 2ml/
He Menee HoMuHaEHOTO (HE MeHee 2 M), 2 M
Not more than 0.25 EU/mL of water for <025EU/mL/
<0.25ED/Mn

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. /
TlepBuyHan vIakoBka

Tlo 2 mn pacrBopuTens (BOJA A HHEBEKLIHIT) B
amyny mu3 OecnperHoro crekna, thHn . Ha
BePXHEH WYacTH aMIynsl HaHeceHa TouKa
pasnoMa OPAHMKCBOro LBETA.

Shelf-life / Cpox ronnocru

5 years. / 5 mer.

Assessment: / 3akmoueHne:

Sterile / CrepunsHoO.

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. /
TleppuvHas vOakoBKa

Tlo 2 mn pacrBoputens (Boma A
UHBEKIMH) B aMmIyiny — H3
becnserHoro crexkna, tAo I. Ha
BEPXHCH 4YaCTH aMITyllbl HaHeceHa
TOYKa PA3/I0Ma OPAHKCBOIO 1IBETA,

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepus cooTBETCTRYET TpeOOBaHHAM HOpMATHBHOrO NMokyMceHTa JIC-000205-160721,

HaMeHeHne Nel ot 25.04.2023.

Ali Ethemoglu

AG WY
Vil ve Ticarghd.$
"

1
1

Quality ('nnllrol Supervisor
|
IQ
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GENsENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIM3A

Name of Product/

HanmeHoBaHu¢ NpenapaTa

Water for injections (solvent) /

Boja Ang UHBEKIMH (DACTBOPHTE/D)

Batch no./ Homep cepun 42C3
Amount of product per batch / Pazmep 1 90916
cepHu

Date of Control / JaTa anainsa 06/2024
Manufacturing date / llata npoussoacTBa 03/2024
Expiry date /IaTa oxoHYAHAN CpOKa 02/2029

roJHOCTH

Water for injections (solvent) / Boga niaa unbexuuii (pacTsopHTeL)

TESTS / MOKA3ATEJNA

Description /Onmncanne

SPECIFICATIONS / HOPMBI

Clear, colourless liquid without odor. /
ITpozpagnas GeciBeTHAN HIAKOCTD Oe3
3anaxa.

Particulate matter / MexaHHYecKHE BKIIOYeHHS

Visible particies /
Buoumuie yvacmuyor

| Sub visible particles /
Heeudumvre uacmuysr

=10 um particles /

gacTHL pazMepomM = 10 Mkm

>25 um particles /

YACTHIT pazsMepoM = 25 MKM

Acidity and alkalinity /

KnenoTHocTh H IIEI0YHOCTS

Should be absent. / JJomKHEI 0TCYTCTBOBATE.

Complies / CooTBeTcTBYET

Absent / OTcyTCTRYIOT

RESULTS / PE3YJIbTAThI

Not more than 6600 particles per ampoule; /
He Gonee 6000 Ha aMiTyIy;

Not more than 600 particles per ampoule. /
He Gonee 600 Ha aMmymy.

Test sample should pass the test. /
Hcnbrryempiii 0Opasell JoMkeH BRIISPKHBATh
HCIIBITAaHHE.

| Reducing substances /
' BoccranasiuBaoilHe
| BemiecTBa

i Carbon dioxide
Yraepona gHoKcHA

Test sample should pass the test. /
HcenerryeMelit 0bpaser] A0IKeH BhIIEpXUBATh
HCITHITAHHE,

/ He mon:kHO OBITH IOMYTHEHHS B TEUSHHE
1 7aca.

Complies / CooTBercTByeT

Complies / CooTBeTCTBYCT

| No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

" Chlorides/ Xnopwbi
| =
Nitrates and Nitrites/

HurpaTthl H HHTPHTBI

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

<0.5ppm

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

. Sulphates / CyabdaTtel

| =
| Ammonium / AMMOHWH

No turbidity should occur within not less than
1 h./ B TeueHue He MeHee | 4aca He JOMKHO
‘ HabGMOaTECH TIOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CEOTBCTCTB)/GT

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIM3A

TESTS / TOKA3ATEJIH

SPECIFICATIONS / HOPMBI

Calcium and magnesium /
Kaapuui 1 MarHuii

Pure blue color should be observed (without a
violet hue). / JomxHo HabMOOATECH YHCTO
cuHee oxpammBanne (6¢3 monerosoro
OTTEHKA).

Heavy metals/ Tsoxkennle
METAJLIBI

Residue after evaporation /
Cyxoii ocTaTok

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

RESULTS / PE3YJBTATH
Complies / CooTBeTCTBYCT

<0.00001% (<0.1ppm)

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

Conductivity /
DAeKTPONpPOBOANOCTh

Not more than 25 pS/cm. /
He 6omnee 25 MKCM/cM.

Extractable volume /
H3BnekaeMblii 00beM

Bacterial endotoxins /
BakTepuaIbHbIE SHI0TORCHHBI

Sterility / CTepnni,lioch

Packaging / Ynakoska

Shelf-life / Cpox rognocTH

Assessment: / 3axnroueHne:

Not less than label claim (not less than 2 ml). /
He mMeHee HOMHHATBHAOIO (HE MeHee 2 Mi).

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Ma Bone! 111
HHBEKLHANA.

0.000 %

6 nS/em./
6 MKCM/cM.

2ml/
2 M

<0.25EU/mL/
| <0.25E2 / mn

Should be sterile. / HomxHa OBITH CTEPUITBHOL.

Sterile / CrepunbHo.

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. /
[lepBHunas vnakoBKa

o 2 mn pacreopHTENs (BOAA AN HHLEKLHH) B
amnyny n3 OecupetHoro crexma, Tun [. Ia
BEpXHeH 4YacTW @MIyllbl HAHECEHA TOMKA
DAazNoMa OpaHXKEBOro [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. /
IlepBHUHAsL VIIAKOBK2

Tlo 2 mMn pactBopuTeNns (Boma A
KWHEBEKLHIT) B aMIyny — H3
Oecuserdoro crekna, THn I. Ha
BepxHell YacTH aMIyJbl HaHeceHa
TOUKA PA3IOMA OPAHIKEBOrO [BETA. |

5 years./ 5 ner.

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepusi COOTBETCTBYET TpeOOBaHHAM HOPMATHBHOTO noxymenta JIC-000295-160721,

Hamenenne Nel or 25.04.2023.

Ali Ethemoglu

Quality fqlut!a{ L.’q WpErvisor

'. N 'nTxcng; S‘
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