CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/
Haumenopanne npenaparta

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJ®, tmoduau3at 1 NPHroToBIeHHA PacTBOPa 1Jid

HHbeKIHii, 20 Mr

Batch no./ Homep cepun 24F03761A
Amount of product per batch / 31.586,000
Pasmep cepuu
Date of Contrel / laTa anaausa 08.2024
Manufacturing date / JlaTta 07.2024
APOHIBOICTBA
Expiry date /JaTa oxoR4aHHs 06.2027
CPOKa FOJIHOCTH
TESTS / MOKA3ATEJH SPECIFICATIONS /f HOPMbI
I Appearance / Onucanne Yellow with greenish tint lyophilized powder. / .

JaoHMMRHpPOBaHHEIH [OPOLIOK JKEATOTO C
3e7€HOBATHIM OTTCHKOM LIBETA.

RESULTS/

PE3YJLTATHI

Complies / CooTBeTcTBYET

Identification / IloaaHHHOCTE

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)). / Bpema
yAepKHBaHHA MMKA  TEHOKCHKAMZ  Ha
XpOMATOrpaMme HCTBITYEMOTO pacTeopa
TIOJDKHO COOTBETCTBOBAaThL BpeMenu
YIePKHUBAHHS MUKa  TeHOKCHKaMa  Ha
XpoMaTorpaMMe CTaHOAPTHOTO pacTBopa (oM.
«PonCTBEHHBIE TpAMECH?, OINpenencHAe
EIMHHYHLIX TpuMecedl M CYMMBI [pHuMecei
(254 nm}).

Complies / CooTBeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenoxcurxam

(Y-

crexmpohomomempuieckiil)

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 + 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). / Yd-crekTp
TIOTTIOLIEHHSA HCTBITYEMOTO pacTBopa,
NPUrQTOBICHHOTO TS KOJHMYECTBEHHOTO
olpenenenus, B obmacta ot 230 am mo 400 HM
OOIDKEH MMETh MAaKCUMyMbl TIPH INHHAX BOJH
257 + 2HM, 285 = 28M w 368 4+ 2HM (oM.
«KOonH4YecTBeHHOL OIPL/IC/ICHHE TEHOKCHKaMay ).

Complies / CooTBeTcTBYET
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CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

TESTS / TIOKA3ATEJIHA

Sodium metabisulfite /
Hampuna memabucynsgum

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIbTATDI

The retention time of Sodium metabisulfite peak
obtained in the chromatogram of the test solution
corresponds 1o that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite™ test. / Bpemsa ymepxwBauus IHka
HaTpHA MeTa0uCynmL(HTa HA XPOMATOTpaMMe
HCTIBITYEMOTO pacTBoOpa JOJDKHO
COOTBETCTBOBATE BPEMEHH YIEpKHBAaHHA ITHKA
HaTpHA MeTabucyasduTa HA Xpomarorpamme
cTaHmapTHoro pacteopa (cM. «KommuecTseHHOES
onpenefiedHe HATPUA MeTabHCyIhgHTa» ).

Dissolving time / Bpemn
pacTBOpeHHs

Not more than 60 seconds. / He Gomee 60 |

CEeKyHI.

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOTO PacTEOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpenapar
NOMKeH PACTBOPATHCA MOTHOCTRIO c
OTCYTCTBHEM  HEPACTBOPEHHBIX WACTHI, Oe3
BHIMMEIX MCXAHHYCCKHX BKIOUYeHui. PacTBop
ZI0JDKESH OBITH TIPO3PAYHBIM.

Complies / CooTBeTcTBYET

30 sec /30 cex

Complies / CooTBeTCTBYET

" Solution clarity /
Ipospa4usocts pacTBopa

Solution Color /
IlpeTHOCTE pacTEOpa

pH

| Particulate matter / Mexannueckne BKIIOYEHHA

The product solution should be clear. / Pactsop
npermapara J0mKCH OBITE RPO3PAUHBIM.

Complies / CooTBeTcTBYET

The product solution should not be more
intensively colored than the reference sclution
GY:. / CreneHs okpackH pacTBOpa IIpenapaTa He
NOJXHA TIpeRBOaTh Stanod GY 1.

Complies / CootsercryeT

17,510 10.0./0r 7,5 10 10,0.

9.1

Visible particles /
Budumvie vacmuyn

Subvisible particles /
Hesudumuie yacmuyur

=10 um particles/
Yacrun pasmepoM = 10 mkm

>25 um particles/
Yacriu pasMepoM = 25 MKM

Should be absent/ JiomkHEI OTCYTCTBOBATE

Not more than 6000/vial; /
He 6onee 6000 Ha duakon;

Not more than 600/vial. /
He 60s1ee 600 na dnaxon.

Absent /OteyTerBytor

351/ viat
351 / ¢nakon

1/ vial
1 / dnaxon
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CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJIN3A

TESTS / TOKA3ATEJIH

Related substances / PoacTBeHnble

2-aminopyridine /
2-aMUHONUAPHAIHH

[ndividual unidentified impurity /
EnnangHas
HEHIEHTHPHUIIHPOBAHHAS TTPHMECE

Total impurities /
Cymma npumeceit

SPECIFICATIONS / HOPMBI

RESULTS /
PE3IYJIBTATHI

NMpHMECH

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

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

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

' Uniformity of dosage units /
OaHOPOAHOCTL T03HPORAHNA

Water /Bopa

| Bacterial endotoxins /
BaKTepHAILHbIE SHACTOKCHABI

The Acceptance value (AV) should be not more .
than 15.0. / Tloxazarens npuemneMoctd (AV)
nomxed OeTEH He Bonee 15,0.

Not  detected /
oOHapyxeHa

Not  detected /
o0RapyxeHa

Not  detected  /
Oo0OHapyXeHa

He

He

AV=1,9 (n=10)

Not more than 3.0 %. / He Gonee 3,0 %.

1.8 %

' Not more than 1 EU/mg of tenoxicam, /

He 6onee 1 ED/Mr TeHOKCHKaMa.

! Sterility /CrepnisHocTs

Should be sterile. / [lomkeH ObITE CTEPHIBHLIM,

| Assay / KoangecTrennoe onpenenetue

Tenoxicam / Tenokcurxam

" Sodium mefabisulfite /
Hampua memaducynnhum

<0.128 EU/mg /
<0.128 E3/ mr

Sterile / Crepunien

90.0% to 110.0% of C:H;1N3Q4S: (tenoxicam)
of label c¢laim. / Or 90,0% mo 110,0%
C13H11N304S; (TeHOkcHKaM) OT HOMHHA&IBHOTO
COZICPIKAHMA.

102.5 %

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Or 85,0% no 110,0 % matpus
MeTabHCyNbdHUTa oT HOMHMHAIIBHOI'O
COZIEKAHIA.

97.0 %
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CERTIFICATE OF ANALYSIS/ CEPTUDOUKAT AHAJIU3A

TESTS / IIOKA3ZATEJH

SPECIFICATIONS / HOPMBEI

Package / YnmakoBka

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. /
TlepRpHYHAA VIAKOBKA

To 20 Mr TeHokcHkama Bo ITakoH 3

OecLBETHOTO CTeKIa TAT I,
YKYNOPEHHBIH poOKoi w3
OpoMmbyrmwiosofi  pesuHbl,  oOxkaToit

AITHOMHHHCBEIM KQUIIIAYKOM C KOHTPOJIEM
OCPBOro  BCKPBITHA H  [IACTHKOBBIM

| Shelf-life/ Cpok rogHOCTH

~ RESULTS /PE3YJBTATDI
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. /
IMeppu4nasn vnakoeka
TlIo 20 Mr TeHokcHKaMa BO ¢uakoH W3

OecilBeTHOTO CTeKITA THIT 1,
YKYHOPEHHBIH poOKoif 5!
OpomOyTHnOBOK  pesWHBL,  00Xaroi

ATHMHHHCBBIM KQJNIAYKOM ¢ KOHTPOJIEM
OEPBOre BCKPBITHA H [UACTHKOBBIM

TESTS / HOKA3SATEJIHA

CKit package / Ynakoska
KOMILICKTA

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. /

BropuyHad yIIakoBKa

Mo 3 d¢makoHa ¢ mpemaparoM u 3
AMIIYJIBl ¢ PACTBOPUTENEM OMEIAIOT B
KACCETY W3 MOJTHBHHITXAOPHIA.

1 Kaccery BMECTE ¢ WHCTPYKIMEH TO
TIPUMEHEHWIO IOMEWIAIDT B NA4Ky

KAPTOHHAYIO.

' Labeling/ MapxrpoBka

According to the ND. / B cooTBeTcTBHH .

C HOpMaTHBHOﬁ ﬂOKYMCHTaHHeﬁ.

IHCKOM MOBEPX AMOMHHHEBOTO | JIMCKOM MOBEPX aNIOMHAHAEBOTO
| KONmayKa. | KOJITAuKa,
| 3 years. / 3 rona.
KIT / KOMILJIEKT
SPECIFICATIONS / HOPMEI RESULTS / PE3YJLTATHI |
Secondary package 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. /

Bropuunas ynakoBka

Ilo 3 ¢nakona c npemapatomM 1 3
AMIYJIBE ¢ PACTBOPUTENEM TOMEILAKT B
KacceTy M3 TONHBHHAMIUIOpHAZ. 1
KacceTy BMecTe € HMHCTpYKLUMeH o
TMPUMEHEHHE) TIOMEIAIOT B Mauky

KapTOHHYI),

Complies as prescribed / CooTBeTcTBYET '
TpeboBaHHAM

4/5



CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Kit storage /
XpaHeHHe KOMILIEKTa

| Kit shelf life /
CpOK TO0JHOCTH KOMILJACKTA

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassetic:

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

JIns yaxkosxe 0o 3 ¢nakoHa ¢ IpenmapaToM H 3 aMITyTIbl ¢ PACTBOPHTENEM B
Kaccere:

B opurnHaieHoH ynakoeke ((prakoHel ¢ IPENapaToM H aMITyJIBl C PACTRBOPHTEIEM B
TIauKe) NPy TeEMTepaType He Beue 25 °C.

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok FOAHOCTHM KOMILIEKTA ONPEALIAETCA CPOKOM FONHOCTH
TIeKapCcTBEHHOTO TipenapaTa A METHUHHCKOro IPHMeHEH s,

Assessment: / 3akmodenue:

The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /

CepHs COOTBETCTBYET TPeOORIHKAM HOPMATHBHOTO TokymenTa JIC-000295-
160721, U3menenne Nel ot 25.04.2023.

| API name (INN) / nanmeHoBanne A®C (MHH): Tenoxicam / TeHOKkcHKAM
API manufacturer batch number / 92035723
Homep cepun nponsBoanTeas ADC;
FP Manufacturer API Batch number / 23111680
Homep cepun cyOcTannuna nponzsoaaTeas I'JId:
API Manufactured by & country/ Edmond Pharma S.r.L., Italy /
Iponseoantens ADC, crpana: Znmmong @apma, C.p.JL, Hranus

Quality Control Supervisor

Emm Kora«\u:&o.

<N
“w@‘& oit 1014
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®
R GENSENT

CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIU3A

Name of Product/
HammenoBanue npenapara

Batch no./ Homep cepiu

Amount of product per batch / Pazmep

CepnH

Date of Control / Jara anannza
Manufacturing date / J{aTa npon3zBoacTBa

Expiry date /faTa okoHIaHHA CpoKa

TroAHOCTH

Water for injections (solvent) /

Boga oA uHheKHii (PACFBOPHUTED)

3202
84494

05/2024
09/2023
08/2028

Water for injections (solvent) / Bona nnst nunexunii (pacrsopuTtens)

TESTS / TIOKA3ATEJH

SPECIFICATIONS / HOPMBEI

Description /Onucanue

Clear, colourless liquid without odor. /
TpozpaiHas GecpeTHas KUIKOCTH Oe3
3araxa.

RESULTS / PESYJIBTATHI
Complies / CooTBeTCTBYET

Particulate matter / MexannyeckHe BKJINYEHHA

Visible particles /
Budumure yacmuyer

'Should be absent. / JJO/KHB! OTCYTCTBOBATS,

Sub visible particles /
Hesudumure yacmuynl

=10 um particles /

Not more than 6000 particles per ampoule; /

vactul pasMepoM > 10 MxM | He 6onee 6000 Ha amMnymy;

25 pm particles /

YaCTHL pazMepoM > 23 MKM

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

Acidity and alkalinity /
KHeI0THOCTE H 1NeJ10YHOCTh

Reducing substances /
Boceranasanearomue
BEIIeCTRA

Carbon dioxide
Vraepoaa AnOKCHI

Test sample should pass the test. /
Henerryemslit obpazel NOIKeH BELAEPKUBATD
HCIILITAHHUEC.

Absent / OTcyTCTBYIOT

20

Complies / CooTBETCTBYET

|

Test sample should pass the test. /
HenpiTyeMblii ofpasel IOMACH BRICKHBATE
HCOBITAHKE.

Complies / CooTBeTCTBYET

‘No turbidity should be observed within 1 hour.
{ He momxs0 OBITE TOMYTHEHHA B TeUeHHE
1 gaca.

Chlorides/ Xaopuabt

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

Nitrates and Nitrites/
HHuTpaTb! H HHTPHTBI

_Sulphates / Cynbdatnl

Not more than 6.00002 % (0.2 ppm). /
He donee 6,00002 % (0,2 ppm).

Complies / CoOTBETCTRYET

<(.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Tedyenwme He MeHee 1 yaca He JOIKHO
HAGNIOAATECS [IOMYTHEHHE,

Ammonium / AMMounii

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

Complies / CooTBeTCTBYET

<0.6 ppm
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®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

 TESTS/IIOKA3ATEJIH
Calcium and magnesium /
Kanennii 1 Maranii

' Heavy metals/ Taaxeanie
MeTALIBI

SPECIFICATIONS f HOPMHE
Pure blue color should be observed (without a
violet hue). / JomxHo HabmonaThea YHCTO
cHHee okpamueanne (6e3 guoneroBoro
OTTEHKa).

| Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,06001 % (0,1 ppm).

RESULTS /PE3YJIBTATHL |

Complies / CooTserctByeT

<0.00001% (<0.1ppm)

"Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoit ocraror

" Conductivity / | Not more than 25 pS/em. / 6 uS/cm./
J/1eKTPONPOEOIHOCTL He donee 25 MECM/CM. 6 MxCm/cm,

| Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HzBaekaemblii 00beM He menee HOMHAANBEHOTO (He MeHee 2 MiT). 2 Mn

‘Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BakTepuanbible FHIOTOKCHHBL | Injections, / He Gonee 0,25 E2/mun BOUB! aus <(0.25 ED/ Mmn

HHBEKIIHIA.

Sterility / CrepuibHOCTE

Should be sterile. / Jomkna ObITE cTEpUIBHOH. I

Sterile / CTepuneHo.

Packaging / YnakoBka

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

colorless glass ampule type | with an orange
oneg-point-cut at the top of the ampule. /
IMepBUtHAas yIAKOBKA

Tlo 2 M pacrBopuTend (Boda AN HHBEKLMH) B
aMnyny n3 OecuserHoro crekna, THn 1. Ha
BepxHell MacTH aMITynsl HaHeceHa Towka
pasioMa OparKeBOTO OBETA.

Sheif-life / Cpok roznoctH

5 years. / 5 mer.

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. /
[TepeHUHAasA vy IAKOBKA

Ilo 2 M pactBopmTena (BOga IUig
HHBEKIMH) B aMmIyny M3
OecugerHoro crexna, tan I. Ha
BEPXHEH YacTH aMIlyjikl HAHECCHA
TOYKA [a3ioMa OPaHKeBOTO LIBETA.

Assessment: / 3akmoueHue:

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TpeOOBAHIAM HOPMaTHBHOTO HokyMmenTa JIC-000295-160721,

H3menenwe Nel or 25.04.2023.

Ali Ethemoglu

|

Quality {"ﬁa’t}rbq | Supervisor

2
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIU3A

Name of Product/

Hanmenosanue npenapara

Batch no./ Homep cepun

Amount of product per batch / Pasmep

cepun

Date of Control / IaTa anann3sa

Manufacturing date / llara npon3poacrsa

Expiry date //{aTa oxoHuaHus cpoKa

TOAHOCTH

Water for injections (solvent) /

Boja ansi MHbEKIHH (PacTBOPUTEND)

3213
88421

11/2023
09/2023
08/2028

Water for injections (solvent) / Bona nis nHbexunii (pacTBOpPHTEAL)

TESTS / MOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

Description /Onucanne

Particulate matter / MexaHH4YecKHe BRIKOYCHHSA
- Should be absent. / JIomKHEI OTCYTCTBOBATE.

Visible particles /
Budumuwie vacmuiyer

Clear, colourless liquid without odor. /
IIpo3paunas GeclLBETHAL KHIKOCTh O3

3arraxa.

RESULTS / PE3VJIBTATHI

Complies / CooTBETCTRYET

Sub visible particles /
Hesudumure uacmauyot

=10 pm particles /

Not more than 6000 particles per ampoule; /

JacTHL pasMepoM = 10 MM ' He 6o1ee 6000 Ha aMIIyny;

>25 pm particles /

YACTHII pasMepoM = 25 MKM

Not more than 600 particles per ampoule. /

He donee 600 va amnyny.

Acidity and alkalinity /

KHeJ0THOCTE M IEEJI0OTHOCTL

Reducing substances /
BoccranaBpanBalonmne
BelleCcTBA

Test sample should pass the test. /

HcnriTyembiii obpasell fo/mKeH BELAEPKHBATE

| HCTIEITAHHE.

Absent / OTCYTCTBYIOT

38

Complies / CooTreTCTRYET

[ Test sample should pass the test. /

Hennrryemuiii 06pasen) ToMkeH BELASPKHBATE

HCMBEITAHHE,

Carbon dioxide
¥Yraeposa qTuoKeHg

Chlerides/ Xnopuasi

No turbidity should be observed within 1 hour. L

/ He pomnsaHo GBITE MIOMYTHEHHA B TEUCHHE

1 gaca.

Not more than (.5 ppm. / He donee O,S_ppE.

Nitrates and Nitrites/
HHuTpaTh! B HETPHTbI

Sulphates / Cynngatsi

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

Complies / CooTsercTByeT

Complies / CootBeTcTBYCT

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee | Haca He JOIDKHO

HaGmonaTbea NOMYTHEHHE.

Ammonium / AMMOHRI

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

Complies / CooTpeTcTBYET

<0.6 ppm

1/2



R
Y ENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

| TESTS/MOKA3ATEJH
Calcium and magnesium /
Kanbumii n maranii

Heavy metals/ Taxceanie
METAJLIL

SPECIFICATIONS / HOPMEI |

RESULTS / PE3YJALTATHI |

Pure blue color should be observed (without a |
violet hue). / TomkHo HabMIOAATECA HACTO
cHHee okpalrasanue (0e3 uoneroBoro
OTTEHKA),

Complies / CooTBeTcTBYET '

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

<0.00001% (<0.1ppm)

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

' Conductivity / Not more than 25 pS/cm. / 6 puS/em./ ]
IN1eKTPONPOBOAHOCTL He Gonee 25 mxCwm/cm, 6 MkCu/cM.

| Extractable volume / Not less than label ¢laim (not less than 2 ml). / 2ml/
H3eaexaemelii o0bem He menee HOMHHATIBEHOTO (He MeHee 2 MIT). 2 M

| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <(.25EU/mL/

injections. / He Gonee 0,25 ED/Mn Bons ms <025ED/Mn

Bamepna.m,ﬂble JHOOTOKCHHEI

HHBEKLHA.

Sterility / CTepuibHOCTE

Should be sterile. / Jlo/skna GbITh CTePHIBHOI,

Packaging / Ynakoka

Shelf-life / Cpok rogHocTH

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. /
TleppuvHan y TaKOBKA

Tlo 2 mn pacTeopuTENA (BOAA A7 HHBEKIIHIT) B
aMmyny W3 OecuserHoro crexma, Tam 1. Ha
BepXHel WacTM amMIyAbl HaHeceHa ToOdKa
pasnoMa OpPamKeRoro LBETA.

[ Primary package

Sterile / Crepunsso.

2 mlL of the solvent (water for
injections) in a colorless glass
ampule type [ with an orange one-
point-cut at the top of the ampule. /
Ileppuynas yIakoBKa

Ilo 2 mn pactBOpuTena (Boma anf
UHBEKUHA) B AMITYITY u3
OecuperHoro crexnta, thHo I Ha
BEPXHell acTH aMIylBl HAHECeHa |

| TOYKA pa3jioMa OpaHKeBoro LBETA.

|'s years. / 3 ner.

Assessment: / 3aKmouenye:;

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

#1 on 25.04.2023 /

CepHs COOTBETCTBYCT TPeOOBAHMAM HOPMATUBHOTO fokyMeHTa JIC-000295-160721,

Hsmenerne Net ot 25.04.2023.

Ali Ethemoglu
|

ARG
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EGENsENT

CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIH3A

Name of Product/ :  Water for injections {solvent) /
HaumeHoBaHHE NpenapaTa Boga asisa MHReKOUH (PACTBOPHTEND)
Batch no./ Homep cepun :  32H6

Amount of product per batch / Pasmep ;88967

cepun

Date of Control / IaTa ananusa ;o 122023

Manufacturing date / Tara npoussoactea :  08/2023

Expiry date /AaTa oxoHYaHHuA cpoka . 07/2028

TOAHOCTH

Water for injections (solvent} / Bona s nanexnuii (pacrBophTeb)

TESTS /TIOKA3ZATEJIH | SPECIFICATIONS / HOPMbI | RESULTS/PE3YJIBTATHI
| Description /Onucanue Clear, colourless liquid without odor. / Complies / Coorsercryer
Ipozpaunas GecupeTHasA KHUAKOCTE Oe3
3anaxa.

| Particulate matter / Mexannyeckue BKIWYCHHS

| Visible particles / Should be absent. / JoIKHBI OTCYTCTBOBATE. Absent / OTcyTeTBYIOT
Buoumere vacmuyer

Sub visible particles /
Hesuoumvie uacmuyn:

=10 um particles / Not more than 6000 particles per ampoule; / 9
"qacTHI pazMepoM > 10 mkm | He 6onee 6000 na aMnyny;
>25 um particles / | Not more than 600 particles per ampoule. / |
yacTHL pazmepom = 25 Mkm | He Gonee 600 na ammyny.
Acidity and alkalinity / Test sample should pass the test. / Complies / CoorsercTByer Bl
KHCI0THOCTL N IeJI09HOCTh Hcnerryemeni o6pazel ROMKeH BBLIEPKHUBATD
HCIBITAHHKE.
' Reducing substances / | Test sample should pass the test. / Complies / CooTBeTCTBYET
Boccranasiaupalomye Hcenprryemenii 06pasent A0CH BEICPKUBATE
BelllecTBa HCTIBITaHue. '
" Carbon dioxide No turbidity should be observed within 1 hour. Complies / Cﬁrﬁé’r—cmyer
¥riaepona nuokcH / He nonxHo GBITE NOMYTHEHAS B TEYEHHE
I uaca.
Chilorides/ Xnopuani Not more than 0.5 ppm. / He Gomnee (0,5 ppm. . <0 5p}§1 o
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / . <0.00002% (<0.2 ppm)
HurtpaThl M1 HUTPHTHI He Gonee 0,00002 % (0,2 ppm).
Sulphates / Cynsdate No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teuenmne He MeHee | yaca He A0IKHO
HabIHaaTECA TOMYTHEHHE.

Ammenium / AMMOHHI Not more than 0.6 ppm. / He donee 0,6 ppm. <{).6 ppm

1/2



o
R GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUDPHUKAT AHAJIU3A

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

Calcium and magnesium /
Kannuuit 1 marumii

Pure blue color should be observed (without a
violet hue). / JlomkHO HAOIFOOATECA YUCTO
cHHEE OKpamusadue (6e3 GpuoneToBOTO
OTTEHKA).

Heavy metals/ Taxensnie
METAEBI

Residue after evaporation /
Cyxoii ocTaTok

Cenductivity /
IAeKTPONPOBOTHOCTE

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

RESULTS / PE3YJBLTATHI
Complies / CoorBeTCTBYET

<0).00001% (<0.1ppm)

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

0.002%

Not more than 25 pS/cm. /
He 6omee 25 MxCm/cM.

Extractable volume /
Hiszphneraemblii 00bem

Bacterial endotoxins /
BakTepHanbHble 3HIOTOKCHHBI

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANBHOTO (He MeHee 2 MIL).

8 uS/em./
8 MeCum/cm,

2ml/
2Mn

| Not more than 0.25 EU/mL of water for

injections. / He 6onee (0,25 EJ/Mn Bome: auist
HHBEKLIHIT.

<0.25EU/mL/
<0.25 E3/mn

I Sterility / CrepuabHocTs

| Packaging / ¥Ynaxoska

Should be sterile. / [JomxHa OBITE CTEPHIILHOLH.

Sterile / CtepribHo.

' Primary package
2 mlL 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. /
lleppruHas yOAKOBKA

Mo 2 M pacTROpHTENS (BO/A AN HHBEKIMIT) B

ammyny 2 OecnperHoro crekna, tun I Ha
HaHeceHa TouKa

BEPXHEH 4vacTH  aMITymsl
Pa3IoMa OpalKeBOro [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. /
[TepeuiHAA vHAKOBKA

[To 2 Mn pacteOopuTend (Boja Agist
HHBEKIHMH) B AMITYTTY H3
feciupeTHoTo cTekna, THO 1. Ha
BEpXHEH YacTH aMIrylibl HaHeceHa
TOYKA [a3loMa OpaiKEBOIo [IBETA.

‘Shelf-life / Cpox roanoct

5 years./ 5 ner.

Assessment: / 3aKmoveHHe:

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

#1 on 25.04.2023/
CepHs cOOTBETCTBYET TpeOOBaHHUIM HOPMATHBHOTO AokyMenTa JIC-000295-160721,
Hamenerue Nel or 25.04.2023.

Ali Ethemoglu

f
Quality &'on|piJupervisor
R
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