CERTIFICATE OF ANALYSIS / CEPTUDOHKAT AHAJIU3A

Name of Product/
HanmeHnoBanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / JaTa anannza

Manufacturing date / Tata
NpPOU3IBOJACTBRA

Expiry date /[laTa oxoHuaHus
CpPOKA FoIHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEA®, quo¢HIH3aT A48 NPHIOTOBASHHA pacTBOpa 1

HHBLeKUHil, 20 MT
23D05641A

41100

05.2023
04,2023

03.2026

TESTS / IOKA3ATEJH

| Appearance / Onucanne

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJbTATbI

| Yellow with greenish tint lyophilized powder. / (i

JInodwin3¥poBaHHEBIH  [HOPOIIOK JKENTOTO  C
3€/1€HOBAaThIM OTTEHKOM LIBETA,

Identification / IopauHHOCTL

Tenoxicam by HPLC/
Tenorcukam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuram
(Yo-

cnexmpodromomemputeckuii)

| 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
yIepKHBaAH MKa  TeHOKCHKamMa  HA
XPOMATOrPAMME HCIBITYEMOTO pacTBopa
TOIDKHO COOTBETCTBOBATh BPEMEHH
yIePKHBAHKS MUKa  TEHOKCHKaMa  Ha
XpoMaTorpaMMe CTAHOAPTHOrO pacTBopa (cM.
«PojicTBEHABIE TIPHMECH», OTIpE/CTeHHE
eMPHIHHBIX TpuMecell M CyMMBI TIpUMecei
(254 aM)).

prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 £ 2 pm, 285 &£ 2 nm and 368 £ 2 nm (see
“Assay of Tenoxicam” test). / Y®@-cnektp
TIOTTIOMIEHHA HCIIBITYEMOI'O pacTeOpa,
TIPHTOTOBICHHOTO ans KOMMIEeCTBCHHOTO
onpejieacHus, 8 odnactH ot 230 um go 400 aM
JOMKEH HMETh MAKCHMYMBI NpU JNHHAX BONH
257 = 2mm, 285 £ 2mM u 368 + 2uM (oM.
«KomaecTBeHHOE OTIPEAENICHIE TEHOKCHKAMA) ).

Complies / CooTBeTCTBYET

UV absorption spectrum of the test solution |

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUPHKAT AHAJHN3A

TESTS / IOKA3SATEJINM

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJbLTATHI

 Sodium metabisulfite /
Hampun memaducyrvum

Dissolving time / Bpems
pacTBOpeHns

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 yacpxkuBaHHA MHKa
Harphi MeTalHCYyIs(pHTa Ha XpOoMaTorpaMme
HCIIEITYEMOTO pacTBopa AOIBKHO
COOTBETCTBOBATh BPEMCHH Y/IC[KVBAHHMA THKA
HaTpud MeTaGHCyabiTa Ha XpoMaTorpaMme
CTaHjapTHOTO pacTtBopa (cM. «IonuuecTBeHHOE
onpefeneHne HaTpHa MerabucyinsduTan).

Not more than 60 seconds. / He 6onee 60
CEKYHI.

Complies / CooTBeTCTBYET |

36sec/ 36 cex

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJEHHOT0 pacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
JOIDKEH PacTBOPSTECS TIOJTHOCTEIO c
OTCYTCTBHEM HEPacTBOPEHHBIX dacThm, 6e3
BH/IMMEIX MEXaHWYeCKMX BKMOYeHHH Pacreop
J0IDKeH OBITh [PO3PAYHEIM.

Solution clarity /
IIpozpauHocTL pacTBOpA

| Solution Color /
LsernocTh pacTBOpa

pH

Visible particles /
Budunmusie vacmuisl

Subvisible particles /
Hesudumwpie vacmiitjor

>10 pm particles/

Yacrtul pasmepoM = 10 mxm

>25 pm particles/

Yacar pazmMepoM > 25 MKM

The product solution should be clear. / Pacteop
npenaparta JoDKeH OBITE IPO3PauHEIM.

Complies / CooTBeTCTRYCT

Complies / CooTBeTCTRYET

The product solution should not be more
intensively colored than the reference solution
GY . / CTeneHp OKpacKu pacTBopa Npenapatra He
IOJKHA MPEBbIIATh 3Tallod (Y 1.

7.51t0 10.0./O1 7,5 mo 10,0.

Particulate matter / MexaHH4ecKHe BKIOYEHHS

Should be absent/ J[oMKHET OTCYTCTBOBATh

Not more than 6000/vial; /
He Gonee 6000 na ¢nakos;

Not more than 600/vial. /
| He Gomee 600 1a ¢maxom.

| Complies / CooTreTcTBYyeT

9,2

Absent /OTcyTcTBYIOT

15/ vial
15/ pnakon

0/ vial
0/ dnaxon
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

. TESTS/TIOKA3ATEJH

SPECIFICATIONS / HOPMbI

Related substances / PoacrBeHHbIe IPHMeCH

2-aminopyridine /
2-aMHHONIHPHAHH

Individual unidentified impurity /

Enmanveas

HeHAeHTHGALPOBAHHAA PAMECH

Total impurities /
Cymma nipumMeceii

Uniformity of dosage units /
OnHoOpoAHOCTH J03HPORAHHS

|
| Water /Boaa

| Bacterial endotoxins /

| Bamepna.rlbm,le JHAOTOKCHHBI

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

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

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

RESULTS/
PE3YJIBTATB

Not detected / He
oOHapyKeHa

Not  detected / He
o0HapyxeHa

| Not  detected / He
o0HapyxKeHa

| The Acceptance value (AV) should be not more
than 15.0. / INoxaszatear mpmemieMocTti (AV)

JomkeHd ObITE He Oosee 15,0.

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

i Sterility /CTepninHOCTD

| Not more than 1 EU/mg of tenoxicam. /
He Goaee 1 E3/Mr TeHoKcHKaMa.

AV=2.0 (n=10)

11%

<(.128 EU/mg /
<0.128 EQ/ Mr

Should be sterile. / JlomxeH OBITE CTEPHIBHEBIM.

Sterile / Ctepunen

Assay / KosauecTEeHHOe oTipegeIeHHe

Tenoxicam / Tenoxcuxam

COAEMKaHA.

Sodium metabisulfite /
Hampua memabucyavpum

90.0% to 110.0% of Ci13H1iN30482 (tenoxicam)
of label claim. / Or 90,0% pmo
C13H1iN304S; (TeHOKCHKAM) OT HOMHHATIEHOTO

98.8 %

| 85.0% to 110.0% of Sodium metabisulfite of the |

label claim. / Ot 85,0% pno 110,0 % warpus
HOMHHAITBHOTO

MeTabHcynanduTa or
CONCPIKAHHA.

100.2 %
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

| TESTS/TIOKA3ATEIH
Package / YnakoBka

' Shelf-life/ Cpox reanoctH

SPECIFICATIONS  HOPMBEI
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. /
Ileppuynas y IaKoBKa
TTo 20 Mr TeHokcHxaMa BO (UIakoH U3

OecLBETHOTO CTCKIIA THII I,
YKYIIOPEHHBII npodkoit W3
GpoMOyTHIIOBOH  pesHHel, oOxaroH

AMIOMHHMCBEIM KOIMAYKOM ¢ KOHTPOJICM
NEPBOTO  BCKPBEITHA H  IUIACTHKOBBIM

1 Primary package

RESULTS / PE3YJbTATHI

20 mg of the tenoxicam in a colorless
glass vial type [ stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IepBuyunan | MakoBka

Mo 20 Mr TeHOKCHKaMa Bo (PUAKOH W3

OecIBETHOrO cTeKna THN I,
YKYTIOPEHHBIH npodKoii 3
OpoMOyTHHOBOH  pe3wHel,  of:karoil

AMOMHAHHEBLIM KOJIMA4YKOM C KOHTPOJIEM
OEPBOrog  BCKPBITHA W IUIACTHKOBBLIM

TESTS / HOKA3ATEJH

Kit package [ Ynakobka |

KOMILNEKTAa

JIHCKOM TIOBEPX AMFOMHHHEBOTO | THCKOM HIOBEPX AMFOMHHHEROTO
KOJTTAYKA., | KoNnauka.
3 years. / 3 roma.
KIT / KOMILIEKT
SPECIFICATIONS / HOPMBI RESULTS / PE?:YJII)TAT_I)I

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 & carton pack. /
Bropuunasd ynakoska

[lo 3 dmnakoHa ¢ TipemapatoM u 3
aMITy/IBl ¢ PACTBOPWTENEM TIOMEIIANT B
KAcCeTy W3 NOAHBHHWIXJIOPK/A,

1 kaccery BMecTe C HHCTPYKLHMEH IO
MPHMEHEHHK) — TIOMEIAT B TaY9Ky
| KAPTOHHYO.

Secondary package
3 vials with the medical product and 3

ampoules with the solvent in a polyvinyl
chloride cassette. | cassette with the
patient information leaflet in a carton
pack. /

Bropuunad yriakoBka

Tlo 3 ¢nakoHa ¢ TipemaparoM U 3
aMITyJbl ¢ PacTBOPHTENEM MOMEINAKT B
KacceTy W3 NOMUBUHWILXIOpHA, |
KacceTy BMecTe ¢ MHCTpyKUMell no
TIPUMEHEHHID [IOMENAKT B [auky

KapTOHHYIO.

Labeling/ Mapxnpopxa

According to the ND. / B coorreTcTRHM
¢ HOPMETHBHOH JOKYMEHTALeH.

Complies as prescribed / CooTBeTcTRY T
TpeGoBaAHUAM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

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

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

Jna yrakoBky rio 3 durakoHa ¢ IpenapaToM | 3 aMOYIEL ¢ PACTBOPUTENEM B
Kaccere:

B opuruHaipHOM yIakorKe ((MIakoHBI ¢ IPETTAPATOM H aMITY/BI C PACTBOPHTE]IEM B
navke) TpH TeMIiepaTtype He Benue 25 °C.

Kit shelf life / 3 gea_rs. The kit shelf-life is determined by the shelf-life of the medical pEdlict for
Cpok roamocTd xomnexta | human use. / 3 roga. Cpox TOTHOCTH KOMILIEKTA ONPEEIAETCA CPOKOM FOAHOCTH
JIEKAPCTBEHHOTO TPERapaTa AT MeIHIMHCKOro TIPHMEHEHHH.

Assessment: / 3axmouenne: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cooTRETCTBYET TpeGOBAHMAM HOpMAaTHBHOTO JoKyMenta JIC-000295-
160721, H3menenne Nel ot 25.04.2023.

" API name (INN) / naumernosanne ADC ( MHH}): Tenoxicam / TeHOKCHKAM
API manufacturer batch number / 92043421

| Homep cepun nponssoanTens ADC: |
FP Manufacturer API Batch number/ 22105967
| Homep cepuu cydcTanuan nponssoauteasn I'J1M;
' API Manufactured by & country / Edmond Pharma S.r.L., Ttaly /
IIpoussonurens AMC, erpana: Oamonn Papma, C.p.JL., Uranna

G onpe SENEL GG

SENTA==

E-Sanayi ve Ticaret AS
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Name of Product/
HamnmenoBanHe Tpenapara

Batch no./ Homep cepun

Amount of product per batch / Pasmep

cepuH

Date of Control / Jata anannza

Manufacturing date / lata nponssoacTea

Expiry date /Aara oxoHYAHKSA CPOKA

roHOCTH

Water for injections (solvent) /

Boja A HHBEEKOHI (pacTBOPHTEND)

2211
90326

02/2023
12/2022
11/2027

Water for injections (solvent) / Boaa 1,151 HHbLeKuMi (pacTBOPHTEb)

TESTS / HOKA3ATEJH

Description /Onucanne

Particulate matter / MexaHn4ecKHe BKJIHYEHHS

Visible particles /
Budumere yacmuysi

SPECIFICATIONS / HOPMBI

| Clear, colourless liquid without odor. /

[Mpo3paunas GecupeTHAs KUAKOCTb Oe3
3amaxa.

RESULTS / PE3YJBTATHI
Complies / CooTBeTCTBYET

Should be absent. / JIoMXHEI OTCYTCTBOBATH,

Sub visible particles /
Hesudumpre uacmuyp

>10 pm particles /
4gacTHI pazMepom > 10 MEM

=25 um particles /
YACTHIL pa3MepoM = 25 MKM

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

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

Acidity and alkalinity /
KncaoTHOCTE H MIETOUMHOCTD

Reducing substances /
BoccTanas iHBAOLINE
BeMIecTBA

Test sample should pass the test. /
HcnpiryeMpiii o0pasell 40MKeH BHIESPXKUBATD
MCIBITAHHE,

Absent / OTcyTCTBYIOT

40

Complies / CooTBeTCTRYET

Test sample should pass the test. /
Henwrryemstit oOpasen J0MKeH BEIEDKHBATE
HCTIBITAHUE.

Carbon dioxide
Yriaepoaa AHOKCHA,

/ He momkHO OBITH IOMYTHEHHA B TEUEHHE
1 gaca.

Chlorides/ Xnopuasb!

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

Nitrates and Nitrites/
HutTparsl H HHTPHTBI

. Sulphates / CyandaTsi

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

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Complies / CooTBeTcTBYET

<0.5ppm
<0.00002% (<0.2 ppm)

| No turbidity should occur within not less than

1 h, / B Teuense He MeHee | yaca He JIOJDKHO
HabMoZaThCs MOMy THEHHE.

Ammonium / AMMoHHE

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

Complies / CooTeercTBYeT

<(.6 ppm
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®
SLGENSENTI

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

__ TESTS/NIOKA3ATEJIH
Calcium and magnesium /
Kaabpuni 0 Maramii

Heavy metals/ Ts:xensie
METAABI

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Pure blue color should be observed (without a
violet hue). / JJomxHo HabmonaThea YHCTO
cHHCE oKpaluneanuie {6e3 dHoneToBOrO
OTTEHKA).

Complies / CooTBeTCIBYET i

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

Residue after evaporation /
Cyxoii ocTaToK

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

Conductivity /
DIeKTPONPOBOIHOCTD

Extractable volume /
H3piaexzeMblil 00beM

Bacterial endotoxins /
bakTepHaALHBIEC IHAOTOKCHHBI

Sterility / CrepaabHoeTs

Not more than 25 pS/cm. /
He 6omnee 25 MrCnu/cm.

<0.00001% (<0.1ppm)

0.000 %

7 uS/em./
7 MECM/cM.

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

| Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/M1 Bogbl 1
HHBCKLIHH.

2ml/
2 M1

<025EU/mL/
<0.25E3/Mn

Should be sterile. / [TomxkHa GBITE CTEPHIBHOM.

Sterile / Crepunsno,

Packaging / Y nakoBka

Shelf-life / Cpok rogHocTH

Assessment: / 3anodense:

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

colorless glass ampule type [ with an orange
ong-point-cut at the top of the ampule. /
TlepBH4HAY VIIAKOBKA

TIo 2 mn pacTBopuTeis (BOIA AN MHBEKLUIL) B
ammysly u3 Gecupersoro crexna, Tun [ Ha
BepXHedl wacTu aMIyNnsl HAHECEHA TOYKA
pasnoMa OpamKkeBOro LBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless giass
ampule type | with an orange one-
point-cut at the top of the ampule. /
TleppuuHad Y AKOBKa

Mo 2 mn pacTRopHTCHs (Boda ANd
HHBEKUHMH) B ammysay  u3
Gecusernoro crexna, taan I Ha
BEPXHE YacTH aMIiylbl HaHecEHa
TOYKA PA3NIOMa OPAILKEBOro BETA. |

|'5 years. / 5 nier.

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

#1 on 25.04.2023 /

Cepusi COOTBETCTBYET TpeOOBAHHAM HOPMATHBHOTO AokyMeHTa JIC-000295-160721,

Mamenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Co;tfl Supervisor
Eéﬁ n@gNT[\
II |L

2/2



BGENsENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Produet/ :  Water for injections (solvent) /
HanmeHoBanHe nmpenaparta Bojga and NHBeKIuii (PacTBOPHTEIb)
Batch no./ Homep cepun ;o 2213

Amount of product per batch / Pazmep : 90423

CepHH

Date of Control / Iava anaanza ;o 0272023

Manufacturing date / Jara npomspoactea :  12/2022

Expiry date /IaTa 0kOHUAHHS CPOKA ¢ 1172027

TO/JHOCTH

Water for injections (solvent) / Bona nast HHbeKIHI (pacTBOpHTEND)

| TESTS/HBOKA3ATEJH | SPECIFICATIONS / HOPMBI RESULTS / PE3YJILTATHI
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTReTcTBYET
Mpozpaunas HecrpeTHas KHAKOCTE 063
3amaxa.

Particulate matter / MexannyecKHe BKIIOYECHHS
Visible particles / Should be absent. / JTomkHbBI OTCYTCTBOBATD. Absent / OTCyTCTBYIOT
Buoumvie wacmuyor

Sub visible particles /
Heaudumbre yacmiiysl
=10 pm particles / Not more than 6000 particles per ampoule; / 89
yacTHl pasmepom = 10 MM | He 6onee 6000 na amnyny;
>25 pum particles / Not more than 600 particles per ampoule. / 4
YacTHIL pasMepoM > 25 mxkm | He 6omee 600 Ha amITyy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
KncjioTHOCTB H DIET0YHOCTD HcnerryeMbnii obpazer AomkeH BHIAEPKHBATE
HCIBITAHHE.
" Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET H
BoccranasanBaomne Henpimyemsiii o0pasel JoNKeH BEIAEDKHBATE
BelllecTRA HCTIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour, | Complies / CooTBeTcTBYET
Yraepona AHOKCHI / He D0OmKHO OBITE NOMYTHEHHA B TCUCHHE '
' 1 gaca.
Chlorides/ Xaopnas1 Not more than 0.5 ppm. / He Gonee 0,5 ppm. . <(.5ppm
' Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / ' <0.00002% (<0.2 ppm)
HHTpaTLE H HHTPHTBE He 6oiee 0,00002 % (0,2 ppm).
Sufphates / CyandaTsl | No turbidity should occur within not less than Complies / CoOTBeTCTRYET Bl
1 h. / B TeueHHe He MeHee | waca He IOMKHO
HaOMOIATECA MOMYTHEHHE,
Ammonium / AMMOHHH Not more than 0.6 ppm. / He 6onee 0,6 ppm. <{).6 ppm
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®
GRGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

~ TESTS /MMOKA3ATEJIH
Calcium and magnesium /
Kansumit 1 MarHnii

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJALTATDI

Pure blue color should be observed (without a
violet hue). / JomkHo HaGMIOAATECA YHCTO
CHHee oKkpainMBaHie (0e3 droneroBoro
OTTEHKA).

Complies / CooTBETCTBYET

Heavy metals/ Taskenasie
MeTaNIbl

Residue after evaporation /
Cyxoii ocTaTox

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

<0.00001% (<0.1ppm)

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

Conductivity /
DIIeKTPONPOBOAHOCTD

Not more than 25 uS/em. /
He donee 25 MkCM/cM.

0.000 %

7 uSfem./
7 MkCM/cM.

Extractable volume /
HisaexaeMblii 00nem

Bacterial endotoxins /
BakrepHaiblibie YJHA0TOKCHHBI

Sterility / CTepuiabHoOCTB

Packaging / YnakoBka

| Shelf-life / Cpoxk rogHocTH

Assessment: / 3aknodcHHE:

Not less than label claim (not less than 2 ml}. /
He MeHee HOMHWHAIEHOTO (He MEHEE 2 MIT).

" Not more than 0.25 EU/mL of water for

injections. / He Gonee 0,25 ED/Mn soas! 414
HHBEKIMI.

2ml/
2 M

<025EU/mL/
<0.25ED/Mn

Should be sterile. / lomkHa ObITH cTEpATBHOMN.

Sterile / CrepwisHo.

. 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. /
Tlepsuunad ¥MakoBKa

Mo 2 mur pacTBOpUTENsA (BOA A HHBEKIINH) B
aMmyny w3 Oecopernoro crexda, tam 1. Ha
BepXHEH WacTH aMmynbl HaHeceHa ToYKa
pazioMa OPaHKEBOTO LBETA.

Primary package

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

ITeppHUHAA % TAKOBKA

[To 2 mn pacreopuTensa (Boma s
H3
Ha
BEPXHEH 4acTH aMITylhi HaHECCHA
TOYKA [A3NOMa OpaHKeBOTO [BETA.

HHBEKHHIA) B aMmIyny
OecnseTHore crexna, THm I

5 years. / 5 ner.

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

#1 on 25.04.2023 /
Cepus COOTBETCTBYET TpeboBaHHAM HOpMaTHBHOIO JoKyMenTa JIC-000295-160721,
Hsmenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Cont? 11 Supervisor

m; !lc@aret AS
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0y
RAGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHO®OHUKAT AHAJIM3A

Name of Product/
HanmeHoBaHHie NpenapaTa

Batch no./ Homep cepun

Amount of product per batch / Paimep

cepuH

Date of Control / {ata anamusa

Manufacturing date / lata nponssoacTea

Expiry date /laTa okoH4aHHA cpoka

roAHOCTH

Water for injections (solvent) /

Boja A HHbEKIUH (pacTBOPUTE/D)

2214
89706

02/2023
12,2022
1172027

Water for injections (solvent) / Bona ana naberu#ii (pacTBOPHTED)

TESTS / IOKA3ATEJIHA

Description /Onncanue

SPECIFICATIONS / HOPMbI
Clear, colourless liquid without odor. /
TIpospaynas GeclBeTHAS KIAKOCTD 663
3araxa.

RESULTS /PE3YJIBTATDHI

Complies / CootBercTByeT

Particulate matter / Mexann4yecKHe BKIOYEHHAN

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

" Visible particles / Should be absent. / J{omxHB1 OTCYTCTBOBATE. Absent / OTCyTCTBYIOT
Budumvie wacmuyw
Sub visible particles / -
Heegudumpre yacmuybl
=10 um particles / , Not more than 6000 particles per ampoule; / 43
yacTul pasmepom > 10 MM | He Gosree 6000 xa amnyiny;
>25 um particles / Not more than 600 particles per ampoule. / 2
gacTHL pasMepoM > 25 MkM | He 6onee 600 na amryry.
Acidity and alkalinity / Test sample should pass the test. / Complig/ Coome'_rcmyer -
Kucaoraocts H IEA0UHOCTL HcnerryeMsii o6pazen NOGKCH BBIAEDKHBATE
HCTIETTaHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBETCTBY ST
BoccTanaBanBalolHe HcennryeMbiii obpazel; JOIKeH BEISpKHBATEL
| BemecTBa | UCTIBITAHHE.
| Carbon dioxide No turbidity should be observed within 1 hour, Complies / CooTBeTCTBYeT
¥Yraepoaa AUOKCHR / He nomkso OBITH NOMYTHEHHA B TCUCHHE
1 uaca.
Chlorides/ Xa0pnas1 o Not more than 0.5 ppm. / He 6oaee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
Hutpathl H HHTPHTHI He 6onee 0,00002 % (0,2 ppm).
‘Sulphates / CynbaTh No turbidity should occur within not less than Complies / CooTBeTCTRYET B
1 h. /B TeueHne He MeHee | 4aca He NOJLKHO
HaONMIOAATECA TOMYTHEHHE.
Ammonium / AMMonnii <0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIM3A

TESTS / MOKA3ZATEJIN
Calcium and magnesium /
Kaapunii u Mmaranii

Heavy metals/ Ta:xeabie
METAMIEI

SPECIFICATIONS / HOPMBI

1" Pure blue color should be observed (without a

violet hue). / Jlomxno HabmronaTeCsA 9HCTO
cuHee okpatiupanne (6e3 gronerosoro
OTTCHKA).

RESULTS / PE3YJIBTATSI

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 ocraTok
Conducti;ity / Not more than 25 pS/cm. / 7 uS/cm./ ]
D NeKTPONpPOBOIHOCTD He 6onee 25 MxCwm/cM. 7 MxCM/cM.
Extractable volume / Not less than label claim (not less than 2 mi}). / 2mi/
H3BaexaeMblil 06bem He MeHee HOMHHAITBHOTO (HE MeHee 2 MT). 2 mn

| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BaxTepHaabnpie YHA0TOKCHHBE | injections. / He Gonee 0,25 E9/Mn Bons! s <0.25ED/mMn

HMHBEKIHIL.

Sterility / CTepnaLHoCcTL Should be sterile. / JomxHa OBITE CTEPHIBHOR. Sterile / Crepunrno.
Packaging / YnakoBka Primary package Primarv 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. /
Tleppuunasn yOaKoBKa

1o 2 M1 pacTBOpHTENS (BOAA IS HHBEKIMH) B
ammyay wz DecuperHoro crekma, tTMn I. Ha
BEpXHEHl YacTH aMIyiasl HAHeceHa To4YKa
PasIoMa OPAMKEBOTO LIBETA.

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. /
TlepBH4HAas vIIAaKOBKA

ITo 2 Mn pacTBOpHTEHs (BOAA AN
HHBEKUAN) B aMmoyiry — H3
fGecnpernoro c¢rexna, tam I. Ha
BepXHCH uYacTH aMIlyNnel HaHeceHa
TOYKa Pa3IoMa OPaHAKEROro [BeTa.

Shelf-life / Cpok rogHocTH | 5 years./5 NeT.

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

#1 on 25.04.2023 /
Cepwus COOTBETCTBYeT TpeGoBAHHAM HOPMATHBHOTO AokyMenTa JIC-000295-160721,

Wsmenenne Nel ot 25.04.2023.

Assessment: / 3akmoyenne:

Ali Ethemoglu

Quality Control, Supervisor
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

Name of Product/
Hanmenosanue npenapara

Batch no./ Bomep cepun

Amount of product per batch / Pasmep

cepHH

Date of Control / llaTa ananusa

Manufactering date / IlaTta npoH3BOACTES

Expiry date /laTa okoH4aHHA CpOKa

rogHOCTH

Water for injections (solvent) /

Boaa ana nHbeKIMi (PACTBOPUTENL)

2215
89445

02/2023
12/2022
11/2027

Water for injections (solvent) / Boaa nyis mHbeKunii {pacTBopuTe.Ih)

| SPECIFICATIONS / HOPMbI
Clear, colourless liquid without odor. /
IMpospaynas GecUBeTHAs KHAKOCTE 6e3

| TESTS/NIOKA3ATEJIH
Description /Onucanne

| Particulate matter / Mexannuyeckne BKIIOMEHHSA

Visible particles /
Buowmbre yacmuyb

3amaxa.

RESULTS / PE3VJIBTATBI

Complies / CooTBeTCTBYET

Should be absent. / JIomxHbI 0TCYTCTBOBATS.

Sub visible particies /
Heguoumbre yacmuysl

>10 pm particles /
uacTu pasMepoM = 10 MKM

225 um particles /
YaCTHL pa3MepoM = 25 MKM

Acidity and alkalinity /
KHcaoTHOCTE M IHEeT09HOCTE

Not more than 6000 particles per ampoule; /

He Gonee 6000 va ammyy;

He Gonee 600 Ha aMmyny.

Not more than 600 particles per ampoule. /

Test sample should pass the test. /

| HcnpiTyeMptii oOpasely JOMKEH BbIIEPAKUBAT

HCIIBITAHHC.

Reducing substances /
BoccTanaBanBatoune
BeHIecTBA

Test sample should pass the test. /

HenbiTyeMelit obpasel] JoMKeH BLACPKHBATh

HCIIBITAHHE.

Absent / OTcyTCTBYIOT

94

Complies / CooTBeTCTBYET

__Carbo_ri dioxide
¥Yriaepona AHOKCH

| Chlorides/ Xnopuast

' Nitrates and Nitrites/

HuTtpathl 0 HHTPHTRI

Complies / CooTBeTCTBYET

No turbidity should be observed within 1 hour.
/ He momxHO ObITb IOMYTHEHHA B TCUCHHE

1 waca.

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

Complies / CooTBeTcTBYET

<0.5ppm

<(1.00002% (<0.2 ppm)

Sulphates / Cyasarni

No turbidity should oceur within not less than
1 h. / B Teuenne He MeHee | 4aca He OODKHO
HabMIOAaThCH TOMYTHEHHE.

Ammonium / AMMOHHIH

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

Complies / CooTBeTCTBYET

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIU3A

|  TESTS/MOKA3ATEJIH

SPECIFICATIONS /f HOPMbI

| Caleium and magnesium /
Kanpumii m marauii

Pure blue color should be observed (withouta
violet hue). / JlomkHo HAGMIOATLCA YHCTO
CHHEe oKpalnHBaHHe (0c3 (roneToBoro
OTTEHKA).

Heavy metals/ Tsixennle
MeTalIbl

Residue after evaporation /
Cyxoii ocTaTox

| Conductivity /
INeKTPONPOBOIHOCTD

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

Complies / CooTBeTCTBYET

RESULTS / PE3YJABTATEI

<0.00001% (<0.1ppm)

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

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

Extractable volume /
HNipnexaeMblii 00bemM

Bacterial endotoxins /
BakTepnajbHbIe 3HACTOKCHHBI

He MeHee HOMBHATBHONG (He MCHee 2 MIT).

0.000 %

Not less than label ¢laim (not less than 2 ml}. / 1

7 uSfem./
7 MxCm/cM.

2ml/
2 MI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boznbl ana
HHBEKIMIA.

<0.25EU/mL/
<025ED2/wmn

Sterility / CTepHasHOCTE

Should be sterile. / JJomxHa ObITh CTEPHIBHOH.

Sterile / CrepunsHo.

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. /
[MepBHtHAad Y IaKOBKA

I[o 2 mn pacTEOpHTENS {BOAA A HHBEKINI) B
amnyny H3 OecuperHoro crekna, tan I Ha
BepXHell 4YacTH aMIylbl HBHECCHA TOYKA
pAazioMa OpaHKeBOTO LBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type | with an crange one-
point-cut at the top of the ampule. /
TlepBHuKad y DaKOBKA

TTo 2 mn pacreopurens (Boga AnA
WHBEKIHH} B aAMITYJILY u3
OecuperHore crexnta, tHno I Ha
BepXHel 4acT aMmylsl HaHeceHa

TOUKA a310Ma OpaHKCBOI'O LIBCTA.

Shelf-life / Cpok roamocTs

5 years. / 5 ner.

Assessment: / 3akimodeHue:

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

#1 on 25.04.2023 /

Cepua cootBeTcTBYET TpeBOBAHHAM HOpMaTHBHOTO AokyMenTa JIC-000295-160721,

Hamenenme Nel ot 25.04.2023,

Ali Ethemoglu

Quality Conl/ol Supervisor
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