CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TEXARED, lyophilized powder for injection after reconstitution,

Name of Product/
HaumeHOBAHHE MpenapaTa

Batch no./ Homep cepan

Amount of product per batch /
Pa3smep cepuu

Date of Control / IaTa anannza

Manufacturing date / lata
NPOH3BOACTBA

Expiry date /1aTa oxoH"aHHA
CpOKA TOMHOCTH

20mg/

TEKCAPEA®, nmogHan3aT V1A NPHTOTOBJIEHHA PAcTBOPA I

HHBeKUHIT, 20 MP
23D05631A

41380

05.2023
04,2023

03.2026

TESTS /f HOKA3ZATEJIA

Appearance / Onucanue

SPECIFICATIONS f HOPMBI

Yellow with greenish tint lyophilized powder. /
JIHOQHAH3MPOBAHHEN TIOPOIIOK  JKENToro ¢
3€JIeHOBATHIM OTTEHKOM I[BETA.

RESULTS/
PE3YJbTATDBI

Complies / CooTBeTCTBYET

Identification / Mo mxHOCTL

Tenoxicam by HPLC /
Tenoxcurxam (BIKX)

The retention time of tenoxicam peak in the
chromatogram of test solution should correspond
to the retention time of tenokicam peak in the
chromatogram of standard solution (sec “Related
substances”, determination of single impurities
and total impuritics (254 nm)). / DBpemsa
yaepKUBaHNA nuKa  TeHOKCHKaMa  Ha
XpOMaToOrpaMMe HCTILITYEMOL0 pacTBopa
JOIDKHO COOTRBETCTBOBATE BpeMEeHH
VOepKHBAHIA nMKa  TEHOKCHKaMa  Ha
XpOMATOTpaMMe CTAHZApPTHOTO pactBopa (oM.
«PoncrecHHEIC TIPUMECH», OTIpeNETieHHe
€IMHUYHBIX TpHMeceil W CyMMbl npumeceit
1254 umM)).

Tenoxicam by UV-
spectrophotomeiry / Tenokcuram
(Yyo-

creKmpogomomempuieckuil)

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” ftest). / Yd-cmektp
HOTNOMEHNA HCTIBITYEMOTO pacTBopa,
PHTOTOBEHHOTO st KOJHHECTREHHOTO
onpeacncHud, B obmacti ot 230 um 1o 400 am
JAOIDKeH HMETh MAKCHMMYMBI TIPH IUTHHAX BOJH
257 £ 2num, 285 = 2um u 368 + 28EM (oM.
«KonuuecTEeHHOE ONpeeNeHye TCHOKCUKaMay ).

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

TESTS / IIOKA3ATEJTH

SPECIFICATIONS / HOPMBI

Sodium metabisuﬁe /
Hampua memabucyaoghum

Dissolving time / Bpema
pacTBOpeHUsI

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 yaepxuBaHUA NHKa
HaTpug MeralducynspHuTa Ha XpoMaTorpaMme
UCTIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH YASDKHBAHMWS [HKA
Harpus METabUCYyNBGUTA Ha XpoMaTorpamMme
cTagmaprHoro pacreopa (cMm. «KonHMuecTBeHHoE
OTIpeIeNeHHe HaTpuA MeTaluCynbhUTaY ).

RESULTS /
PE3YJBTATHI

Complies / CooTReTCTBYET

| Not more than 60 seconds. / He Gomee 60
CeKyHI.

Appearance of Reconstituted
solution / Onacanne
BOCCTAHOBJCHHOIG PAcTBOPA

of undissolved particles and visible particulate
matter. The solution should be clear. / IIpenapar
JOIDKEH PacTBOPATHCA MOMHOCTBI) C
OTCYTCTBHEM HEPACTBOPSHHBIX dacTHll, Oe3
BHIMMBIX MEXaHHueckMx BKmroueHMH. Pacteop
JIOM¥KEH ObITh IPO3PAYHEIM.

" Solution clarity /
[po3pauyHocTh pacTBOpa

I Solution Color /
IIBeTHOCTH pacTBOpA

| pH

The product solution should be clear. / PactBop
[pETIAPaTa JIOJDKeH OBITE IPO3PATHEIM.

The product should dissolve completely without 1

34 sec/ 34 cex

Complies / Coorsercrayer

Complies / CooTserctByeT

The product solution should not be more
intensively colored than the reference solution
GY 1. / CreneHb OKpacky pacTBOpa Npenapara He
JOTKHA TIpeBbIIaTE 31anoH GY .

Complies / CoOTBETCTBYET

7.510 10.0./ 01 7,5 1o 10,0.

Particulate matter / MexanHueckHe BKAOMEHHT

Visible particles /
Budumvie wacmuyer

Subvisible particles /
Hegudumvre uacmuijo

>10 pm particles/

YacTtun pasmepoM = 10 Mxm

=25 um particles/

YacTwn, pasMepoM > 25 MKM

9,2

Should be absent/ JIo/K#El OTCYTCTROBATE

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

Not more than 600/vial. /
| He 6Gonee 600 Ha dhrakom.

Absent /OTcyTCTBYIOT

12/ vial
12 / dnaxon

0/ vial
0/ ¢pmaxon
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / TIOKA3ATEJH

SPECIFICATIONS / HOPMbI

Related substances / PoacTeeHHBIE

ApPHMECH

' 2-aminopyridine /
2-aMAROTIUPHIVH

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

Individual unidentified impurity /
Enunnguag

Total impurities /
Cymma npuMecei

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

HEHOeHTHQUUMPOBAHHAS TIPHMECE |

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

" Uniformity of dosage units /
OaHOpOIHOCTL 103HPOBAHMS

' Water /Boaa

The Acceptance value (AV) should be not more
than 15.0. / Ilokasatens mpHemaeMoct (AV)
Iosked OBITE He Gonee 15,0,

| Not more than 3.0 %. / He Gounee 3,0 %.

Bacterial endotoxins /
BakTepHaibHble JHAOTOKCHHbBI

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/MI TeHOKCHEAMA.

Should be sterile. / JomkeH GbITH CTEPUILH5IM.

Eterility /CTepHJ]b_HOCTb

| Assay / KoaudecTseHHOE onpeaesieHHe

Tenoxicam / Tenoxcuram

| 90.0% to 110.0% of C;3H1N50482 (tenoxicam)
of label claim. / Ot 90,0% mo 110.0%
Ci3H11N3048S; (TeHOKCHKaM) 0T HOMMHAJILHOTO
CONIep/KaHus.

RESULTS/
PE3YJBTATHI
Not detected / He
ofHapyKeHa
Not  detected / He
ofHapyxeHa
Not  detected / He
o0HapyKeHa
AV=L15 (n=10)
1.1%
<0.128 EU/mg /
< 0.128 ED/ mMr
[BIM. Sterile / Crepunen

98.7 %

Sodium metabisulfite /
Hampusa memabucyasgpum

25.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% po 110,0 % nHatpus
merabucynbhuTa oT HOMUHAILHOTO
CONepIKAHHS.

99.3 %
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

| TESTS /NTIOKA3ATEJIH
Package / Ynaxoska

" Shelf-life/ CpoK rogHoCTH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI __

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. /
[epByyHad 4 TaKOBKa

ITo 20 Mr TeHOKCHKaMa BO (UIaKOH H3

DeCIBEeTHOTO CTEKNIa THI I,
YKYIIOpEHHEIi mpobkoit u3
OpoMOyYTHIOBOH  pe3suHbl, OOMaTOH

ANMOMHHHEBBIM KOJIMa4KOM ¢ KOHTPOJIEM
NEPBOT0 BCKPBITHA H IUTACTHKOBBIM

|
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. /
[lepBHYHAS Y HAKOBKA

ITo 20 Mr TeHOKcHKaMa Bo ¢riakoH H3

OeCHBETHOTO CTEKNA THII I,
YKYTIOPEHHBII nipolKoi H3
OpoMOYTHIOBOH  pe3mHEl, 00xaroi

AMOMHHHUCBEIM KOJTHAYKOM ¢ KOHTPOJIEM
INePBOTO  BCKPEITHA W IINACTHKOBBIM

TESTS  TOKA3ATEJH

JHCKOM THOBEPX ANMFOMKHACBOTO | BHCKOM HOBEpX AMOMHHHEBOTO
KONmavKa. B KOJmatika.
3 years./ 3 roma.
KIT / KOMILUJIEKT
SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATEI

| Kit package / YnaxoBka |

KOMILIEKTA

Secon ackage

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. /

BropHypas yImakoeka

flo 3 ¢makona ¢ mnpenapatoMm # 3
aMITYJIBl ¢ PACTBOPHTENEM MOMEINAKT B
KacceTy W3 TIONHBHHIUIXIOPHAA,

1 xaccery BMecTe ¢ HHCIPYKOMeH 0
OPHMEHEHMI0O TOMeNIaloT B TAuKy

KapTOHHYIO.

'Labeling/ MapxupoBKa

According to the ND. / B cootseTcTBHH
¢ HOPMATHBHOH 0Ky MeHTalHe.

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. /

BropuyHas ynakoBKa
[To 3 dunakoHa c mnpenapatoM u 3

AMITYJIB ¢ PACTBOPUTENIEM IOMELIAIOT B
KacceTy W3 TIONHBHHWIXIOpPHAR. 1
K4cCerTy BMecTe ¢ HHACTpPYKLMe# 1o
TMPAMEHEHUI0  TIOMELal0T B IAvKy

KapTOHHY1O0.

Complies as prescribed / CooTeeTcTBYET '
TpeboRAHMAM
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpanenHe KOMILICKTA

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

Jng virakoBkH 1o 3 IakoHa ¢ IpenapaToM H 3 aMIyIEl ¢ PACTBOPHTCIEM B
Kaccere:

B opurunansHoii ynaxosxe ((MIakoHB! ¢ IpentapaToM H aMITyJibl C PACTBOPHTENEM B
aygKe) IpH TeMnepaType He Benue 25 °C,

' Kit shelf life / | 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roaHocTH KoMmekTa | human use. / 3 roma. Cpok roZHOCTH KOMILTEKTa OMPEAEIIAETCA CPOKOM FOTHOCTH
NeKapCTBEHHOTC TIpenapara JULT MEMIMACKOTO IPUMEHEHHS.

Assessment: / 3agmouerne;  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023, /
Cepust cooTBeTCTBYET TpeOOBaHHAM HopMaTHBHOTO AoxymeHTa JIC-000295-
160721, Hamenenne Nel ot 25.04,2023.

| API name (INN) / naumenoBanne A®C [f!_i_iH_]: Tenoxicam / TeHokcHKaM
| API manufacturer batch number / 92043421
 Homep cepun npoussogutess ADC:
FP Manufacturer API Batch number / 22105967
Homep cepun cyGeranunu npoussogaTtens I'JId:
API Manufactured by & country/ Edmond Pharma S.r.L., Italy /
Ipouzsoantens APC, cTpana: SnMong apma, C.p.JL., Hramas

<_":Om-9c Eate 2 GRLGEA |
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0y
RAGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/
HaumeHnoBaHHe npenapara

Batch no./ Homep cepun

Amount of product per batch / Paimep

cepHn

Date of Control / JlaTa ananusa

Manufacturing date / laTa npoH3BoACTEA

Expiry date /[JaTa oxonuaHusa cpoka

TOOHOCTH

Water for injections (solvent) / Boaa puisl HHbeKIMii (PACTBOPHTEN)

SPECIFICATIONS / HOPMEI _

TESTS / TIOKA3ATEJIH
Description /Onucanne

Water for injections (solvent) /

Boja A1 HHBEKIHH (PaCTBOPHTEND)

22H17
91202

1072022
08/2022
07/2027

Clear, colourless liquid without odor. /
I[Tpospaunas GeciBeTHas KUIKOCTD 0e3
3anaxa.

Particulate matter / MexannuecKHe BKIHYCHUA

Visible particles /
Buoumere yacmuye!

Sub visible particles /
Heeauoumple yacmuiibl

>10 pm particles /
yaCTHL pasMepoM = 10 MKM

>25 um particles /
YACTHII pa3MepoM = 25 MKM

Acidity and alkalinity /
KucaoTHOCTE H 1HeT049HoCTh

Should be absent. / JIOMAHEI OTCYTCTBOBATE.

~ RESULTS/PE3VJIBTATHI |

Complies / CooTBeTCTBYET

Absent / OTCyTCTBY1OT

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

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

Test sample should pass the test. /
WcnibrryeMsiii 0Gpasell JOMKeH BELICPXHBATD
HCIBITaHHE.

Reducing substances /
BoccTaHABIHBAIOMIHE
BelllecTBa

Test sample should pass the test. /
Hcmbrryemsiii o0Opa3zell IOJDKEH BEIISPKHBATE
HCIBITAHHE,

Complics / CooTBeTCTBYET

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoaa AHOKCHA

‘Chlorides/ Xnopnansl
Nitrates and Nitrites/

Hurpathl H HHTPHTBI

/ He momsHO OBITh MOMYTHEHHS B TEUEHHE
1 gaca.

No turbidity should be observed within 1 hour.

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

Complies / CooTBeTCTBYCT

<0.5ppm

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

Sulphates / Cyandars

Ammoniuvm / AMMOHRI

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

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET

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

<0.6 ppm
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / TMOKA3ATEJIH

SPECIFICATIONS f HOPMbI

Calcium and magnesium /
Kansuui 4 Maruui

Pure blue color should be observed (without a
violet hue). / JomkHo Haba0AaTECA YHCTO
cHHee okpammBanue (6e3 HHONeToBOTO
OTTEHKA).

Heavy metals/ Ta:kenbie
MeTaNabl

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

RESULTS / PE3YJIBTATEI

Complies / CooTBeTCTBYET

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
DNeKTPONpoOBOJHOCTL

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

0.000 %

Not more than 25 pS/cm. /
He bonee 25 mxCwM/cm.

Extractable volume /
H3paexaeMbii 00nLem

Bacterial endotoxins /
BakTepHaJbLHbIE FHA0TOKCHHD]

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANBHOTO (HE MeHee 2 M),

9 uS/em./
9 MxCMm/cM.

2ml/
2 M

Not more than 0.25 EU/mL, of water for
injections. / He Gonee 0,25 ED/Ma Boner st
HHBEKIIHHA.

ﬁerility ! CTepuasHOCTD

Should be sterile. / JloinkHa OBITE CTEpHIBHOH.

<0.25 EU/mL/
<0.25 ED/mn

Sterile / CrepunsHo.

Packaging / Ynaxoska

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. /
[lepBHtHas Y IAKOBKA

Mo 2 Ma pacTeRopuTens (Boja I1A HHECKIHH) B
ammyny u3 OGecuserdoro crexma, Ten I Ha
BEpXHEH 4YacTHM aMmyldsl HaHEceHa TouYKa
pazaoMa OpaHXeBOoTo LBeTa.

| Shelf-life / Cpox roanocry

| 5 years. / 5 ner.

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. /
[lepBryHad vIakoBKa

INo 2 mn pacTeopHTens (Boja 1A
HHBEKOMH) B aMoymy M3
fecuserdoro crekna, tan 1. Ha
BCPXHEH YacTH aMITyNibl HaHeceHa

| TO4YKa pa3noma opaHKeBOro 1IBETd.

Assessment: / 3akoueHue:

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

#1 on 25.04.2023 /

Cepua cooTBETCTBYET TPeBOBAHHAM HOPMAaTHBHOTO JlIokymenta JIC-000295-160721,

Hzmenenue Nel ot 25.04.2023,

Ali Ethemoglu

itrol Supervisor

r

GO i@&am&Mt AS.
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®
BRGENSENTI

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

Name of Product/
HanmeHoBaHMe [Epenapara

Water for injections (solvent) /

Boja pna mabeKIHi (PacTBOPHTEN L)

Batch no./ Homep cepun 22L3
Amount of product per batch / Pasmep ;90423
cepnn

Date of Control / TaTa anann3a 02/2023
Manufacturing date / Iata npoussonerea : 12/2022
Expiry date //laTa okeHuanus cpoka ;o 1172027

TOOHOCTH

| TESTS/IIOKA3ATEJH
Description /Onucanue

Water for injections (solvent) / Bona Ana AHBeKIHE (PacTBOPHTEIN)

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHl |

Clear, colourless liquid without odor. /
Ipoapauras GecrBeTHAs KHAKOCTE O3

3amaxa.

Particulate matter / MexaHH9ecKHe BKIIOYMeHHS

 Visible particles /
Budumvie uacmuybr

Sub visible particles /
Heeudumvre uacmur

>10 um particles /

YacTHIL pazMepoM = 10 Mrm

=25 um particles /

YACTHII pasMEPOM == 25 MKM

Acidity and alkalinity /

KHCA0TROCTD A WEJ0YHOCTE

Should be absent. / JIOJKHEI OTCYTCTBOBATE.

Complies / CooTeeTcTBYET

Absent / Q1cyTcTBYy1OT

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

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

89

Test sample should pass the test. /
HenbiTyeMulil obpazel NOMKEH BLHACPKKBATE
HCTIBITAHUE.

Reducing substances /
BoccraHaBaHBAKOIHE
BEIECTBA

Carbon dioxide
¥Yraepoaa AHOKCHA

Chlorides/ Xnopuans

Nitrates and Nitrites/

HuTpaThl H HHTPHTHI

Test sample should pass the test. /
HenpiTyeMblii o0pazen 0MKeH BBIEEPKHBATE
HCTBITaHHE.

No turbidity should be observed within 1 hour.

/ He momkHo OpITE DOMYTHEHHA B TEUEHHE
1 gaca.

Complies / CooTBeTCTBYET

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

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

<0.5ppm

Sulphates / Cyaedarn

Ammonium / AMMoRHIi

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

No turbidity should occur within not less than
1 h. / B Teuenrc He MeHee | yaca HE JOIKHO
HAONFONATHCA TOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET

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

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

TESTS / MOKA3ATEJIH

SPECIFICATIONS f HOPMbI

' Calcium and magnesium /
Kanbumi v Marumit

Heavy metals/ Tsxensie
METAJLIIbI

Pure blue color should be observed (without a
violet hue). / JomkHo HabMIOgaTECA YHCTO
cHHee okpaimeadue (6ez droneroBoro
OTTEHKa).

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

RESULTS / PE3YJILTATHI

Compties / CooTBeTCTBYET

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocTaTOK

Conductivity /
| DeKTPONPOBOIHOCTL

| Extractable volume /
H3pnekaeMblii o0beM

Bacterial endotoxins /
BaxTepHaibHbIE YHI0TOKCHHBI

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

0.000 %

| Not more than 25 uS/em. /
He Gonee 25 mxCu/cM.

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

He Menee HOMHHANEHOTO (He MeHee 2 MIT).

7 puS/em./
7 MKCM/CM.

2ml/
2 ™M

' Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Mn Boms! Ui
HHBEKLHHA,

‘Sterility / CrepuabHocTh

Should be sterile. / JIomxHa OBITE CTEPHIIBHOIM.

<0.25EU/mL/
<0.25ED/Mn

Sterile / CrepunbHO.

_P;ckaging / ¥Ynaxkoska

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. /
TleppuyHan v nakoBKa

To 2 M pacTBOopuTeTs (BOAA IS HHHCKLHH) B
ammyny w3 OecupeTHoro crexma, TMn [ Ha
BepxHeil uYacTH aMITyllkl HAHECEHa TOYKa
paznomMa OpamKeBOro LBETa.

Shelf-life / Cpox rognoct

3 years. / 5 net.

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. /
ITepBUYHAA YNAKOBKA

IMo 2 ma pacreopuTens (Boaa i
HHBLEKIMH) B aMmoyly M3
Gecupernoro crexnma, tam . Ha
BEPXHEH UaCTH aMMyNbl HAHECeHa

| TO4YKa [a3ioMa OpaHKEeBOTO 1IBETA.

Assessment: / 3akmodeHne:

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

#1 on 25.04.2023 /

Cepus cooTBeTCTBYET TpeGOBaHMAM HOPMATHBHOIO Aokymenta JIC-000295-160721,

H3smenenne Nel ot 25.04.2023,

Ali Ethemoglu

Quality Con?ul Supervisor

QT‘%@EI*!TI\

@@ I
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product/
HaumeHoBanHe TIpenaparTa

Batch ne./ Homep cepHn

Ameount of product per batch / Pazmep

cepHu

Date of Control / Jara anannia

Manufacturing date / [aTa npoHzsoacTBa

Expiry date /[{aTa 0KoOH9aHHA CPOKA

roIHoOCTH

. TESTS/IIOKA3ATEJIHA
Description /Onucanne

Water for injections (solvent) /

Boaa ana uHbEKOUH (PACTBOPHTEH)

2214
89706

02/2023
12/2022
11/2027

Water for injections (solvent) / Bona ans nHbekuuii (pacTBOpHTEIb)
- | RESULTS  / PESYJIBTATBI

SPECIFICATIONS / HOPMbI

. Clear, colourless liquid without odor. /

Ipo3padnas OeclBeTHAs KHIKOCTE 6e3
3amnaxa.

Complies / CooTBeTcTBYET

Particulate matter / Mexannueckne BKINYEHHA

Visible particles /
Budumuvre wacmuysl

Sub visible particies /
Hegudumpre uacmuys

=10 pm particles /
qacTHL pasMepoM = 10 MM

>25 pm particles /
YACTHI pazMepoM = 25 MKM

Acidity and alkalinity /
KHCEOTHOCTE H IIEJI0YHOCTE

Should be absent. / JJomkHBI 0TCYTCTBOBATD.

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

Not more than 600 particles per ampoule. /
He donee 600 Ha amMnyay.

Test sample should pass the test. /
HenpiTyeMpiit 00pasew ROMKeH BBIACDKHBATE
HCIIBITAHUE.

Absent / OTcyTCTBYIOT

43

Complies / CooTBeTCTBYET

Reducing substances /
BoccTaHaBaHBalolMeE
BELIECTEA

Test sample should pass the test. /
HcenpiTyeMelit obpasen JOLKEH BbIOSP/KHBATE
HCTIBITAHHE,

Complies / CooTBercTByeT

| Carbon dioxide
¥Yraepoaa AHOKCHA

Chlorides/ XaopHabi

Nitrates and Nitrites/

HuTtpaTtsl 7 HHTPHTBI

No turbidity should be observed within 1 hour.

/ He ponxHo OBITH IOMYTHEHHA B TCUCHHE
1 vaca.

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

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

Complies / CoOTBETCTRYET

<0.5ppm

<0.00002% (<0.2 ppm)

Sulpha?es / Cyabdarsi

No turbidity should occur within not less than
1 h./ B Teuerne He MeHee 1 yaca He JIOIDKHO
HadI/[aThC TIOMY THEHHE,

Complies / COOTBBTCTB)TGT

Ammoninm / AMMORHH

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

<(0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIU3A

TESTS / HOKA3ATEJHA

SPECIFICATIONS / HOPMBI

RESULTS /PESYJIBTATEI ]

Calecium and magnesium /
Kaasnnii H MaraHii

Pure blue color should be observed (without a
violet hue). / Jlomxno HabnOOaTECS YHCTO
CHHEe OKpallHBaHue (0e3 HproneToBoTO
OTTCHKA).

Complies / CooTBeTCTBYET

| Heavy metals/ Taxennie
METALIBI

Residue after e_vaporation !
Cyxoii ocraTox

Conductivity /
IeKTPONPOBOIHOCTE

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

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

Not more than 25 pS/em. /
He Gonee 25 MrCM/cM.

<0.00001% (<0.1ppm)

0.000 %

7 uS/om./
7 MKCM/cM.

Extractable volume /
HipaekaeMbiii 00nem

Bacterial endotoxins /
BaxkTepHaJjbHbIe YHT0TOKCHHE

Not less than label claim (not less than 2 ml). /
He MeHee HOMUHAIBHOTO (He MeHee 2 MJT}.

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Boas! ang
HHBEKLIHI.

2ml/
2 Mn

<0.25EU/mL/
<0.25 ED3/ mn

Sterility / CTepnibHOCTD

Should be sterile. / JomkHa OBITE CTCPHIIBHOIR.

Sterile / CrepunsHo.

Packaging / YnakoBra

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. /
[MepeuiHAadA v TAKOBKA

1o 2 mn pacTBopuTeNns (Boza Ml HHBEKUMI) B
amnyny W3 Oecupermoro crexnma, Tun I Ha
BepxXHell WYaCTH aMIyJibl HAHeceHa Touka
pasnoMa opaHKeBOro LBeTa.

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. /
IlepBuuHas 4+ IaKOBKA

ITo 2 mn pacTBOpuTens (Boma st
HHBEKIMIH) B aMIOyny — M3
Oecugerdoro crexma, tin I Ha
BepXHEM YacTH aMITy/ibkl HAHEeCEHa
TOHKA PA3IOMa OpPaHKEeBOTO [IBETA.

Shelf-life / Cpox roanocTn

5 years. / 5 mer.

Assessment: / 3aknioueHHe:

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

#1 on 25.04.2023 /

Cepua cooTBeTeTBYeT TpefOBAHUAM HOpMATHBHOTO foKyMeHTa JIC-000295-160721,

Usmenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quahty Contyol Supervisor
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