CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Name of Product/
HanMeHoBaHHe MpenapaTa

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepuu

Date of Control / laTa anaau3a

Manufacturing date / lara
HpOH3BOICTBA

Expiry date /aTa oxonuanus
CPOKA rOAHOCTH

TESTS / IOKA3ATEJIN

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, nnoduauzaT JJIs IPUTOTORIEHHSA PacTBOpa i

uHbeKnmii, 20 mr
25H05601A
41.874,000

09.2025
09.2025

08.2028

SPECIFICATIONS f HOPMBI

RESULTS /
PE3YJLTATHI

Appearance / Onucanue

Identification / HopauAHOCTL

Tenoxicam by HPLC/
Tenoxcuram (BIKX)

Yellow with greenish tint lyophilized powder. /
JIMOoGWIH3HPOBAHABIH MOPOMIOK MENTOTO C
3EIIEHOBATEIM OTTEHKOM IBETA.

Complies / CooTBeTCTIBYET

| The retention time of tenoxicam peai’ 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

VIepKHBAHMA IAKA  TEHOKCHKAaMa Ha
XpoMaTorpamme HCOBITYEMOTO pacTsopa
JOTKHO COOTBETCTBOBATE BpEMEHH

yIepKUBaHUA ITHKa TeHOKCHKAMa Ha
XpoMaTorpaMMe CTaHIApTHOTO pacTBOpa {CM.
«PoacTeeHHBIe TIPHMECH», onpeneneHme
eOHHHYHBIX [pHMECeH H CyMMbl [pHMeced
(254 BM)).

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Y-
CREKMPOPOMOMENPUHECKiLil)

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). / Y®-cnextp
MOTIOINEHHSA HCTIBITYEMOTO pacTBopa,
NPUIOTORJICHHOTO 178 KONHYECTEEHHOTO
onpenenendd, B obmactH ot 230 oM 1o 400 BM
JOJDKEH HMMETh MAaKCHMYMBI [IPH JUIMHAX BOJIH
257 £ 2umM, 285 £ 2uM u 368 + 2HM (oM

«KOnM9ecTBEHHOS OTIPCACHICHUC TCHOKCHKAMAY ),

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

1/5



CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / TOKA3SATEIIHR

Sodium metabisulfite /
Hampusa memabucynsghum

Dissolving time / Bpemsn
PACTBOPCHHA

' Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJEHHOI® PacTBOpa

Solution clarity /
Tipo3payHoOCTb pacTBOpa

' Solution Color /
HEeeTHOCTH pacTEOpa

[
pH

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

| The product should dissolve completely without

SPECIFICATIONS f HOPMbI |

The retention time of Sodium metabisulfite peak
obtained in the chromatogram of the test sohution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpemsa ymepHBaHHA THKA
Hatprs  MeTalucynh(uTa Ha XpoMaTorpaMMme
HCIBITYEMOIO pacTBOpa TIOJIAKHO
COOTBETCTBOBATE BPEMEHH YASDKHBAHMA TIHKA
Harpus merabucynsdura Ha XpoMaTtorpamme
CTaH/apTHOTO pacTeopa (cM. «KonmuecTBeHHOE
ONpenReIeHNe HATpus MeTaducyneduTay ).

CeKyHI.

of undissolved particles and visible particulate
matter. The solution should be clear. / TTpemapar
JIOTKCH PacTBOPATECA MONHOCTBE) ¢
OTCYTCTBMEM HEpACcTBOPEHHBIX 4YacTHL, bOe3
BUOUMBIX MEXaHHYeCKUX BKIFoueHHil. PactBop
TOTDKeH OBITE MPO3PaTHBIM.

The product solution should be clear. / Pactrop 1
Mpenapara A0IBKeH ObITh IPO3PATHEIM.

The product solution should not be more
intensively colored than the reference solution
GY,. / CreneHs OKpackH pacTBOpa IpeflapaTa He
JOMKHA peBsIIaTh 31amol GY .

7.5t0 10.0./ Ot 7.5 1o 10,0.

Particulate matter / MexaHHYeCKHE BKAYEHURA

Visible particles /
Buoumuie yvacmuywl

Subvisible particles /
Hesudumvre vacmuyol

>10 pum particles/
UacTui: pazMepoM > 10 MKM

>25 um particles/
YacThir pasmepom > 25 MKM

' Should be absent/ JloimkHbi OTCYTCTROBATH

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

Not more than 600/vial. /

He Gonee 600 Ha duakon.

RESULTS /
PE3YJIBTATHI

Complies / CooTBeTCTBYCT

21 sec/21 cex

Complies / CooTBeTCTRYCT

Complics / CooTBeTcTRYET

Complies / CooTBeTcTBYET

9.2

Absent /OtcyTeTRYIOT

85/ vial
85 / pnaxon

1/ vial
1/ ¢maxon
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CERTIFICATE OF ANALYSIS / CEPTHO®OHKAT AHAJIM3A

TESTS / IIOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

_ Related substances / PogcTBeHHEIe IPHMECH

RESULTS/

PE3YJILTATHI

2-aminopyridine /
2-aMUHOITHPHIHH

Individual unidentified impurity /

Enpermaaas

HCHACHTH(UITUPOBAHHAS TIPHMECE

Total impurities /
CyMmmMa npuMeceit

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

Not more than (.5 %b; / He Gonaee 0,5 %,;

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

Uniformity of dosage units /
OaHOPONHOCTE HOIHPOBAHNS

Water /Bona

. Bacterial endotoxins /

Bamepua.ﬂbnue JHAOTOKCHHbLI

The Acceptance value (AV) should be not more
than 15.0. / Ilokazarens npremmemocts (AV)
IoypkeH OBITE He Gonee 15,0,

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

Not  detected  /
o0HapyxeHa
Not  detected / He
o0HapykeHa
Not  detected / He
oOHapyxKeHa
AV=1.7 (n=10)
|
1.2 %

Not more than | EU/mg of tenoxicam. /
He donee 1 EZ/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<0.128 E/ mr

| Sterility /CTepuibHocTh

Should be sterile. / JlomkeH OBITE CTEPHIEHEIM.

Sterile / Ctepunen

Assay / KomuecTECHHOE Onpeae/icHIe

Tenoxicam/ Tenoxkcurxam

90.0% to 110.0% of C3H11N3048, (tenoxicam)
of label claim. / Or 90,0% no 110,0%
CizH1iN3O48; (TerokcikaM) 0T HOMHHANBHOTO
cOOepKanus.

99.7 %

Seodinum metabisulfite /
Hampua memabucyavhum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0 % no 110,0 % wHarpus
MeTabHcynbduTa oT HOMURANBHOTO
COEKaHUA.

97.9 %
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

| TESTS/HOKA3ATE.IH |
Package / YnakoBka

SPECIFICATIONS / HOPMEI

| 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. /
IepBAvHas Y TAKOBKA

IMo 20 mr tenokcuxkama BO (nakoH u3

DeclBeTHOrO CTeKna THII I,
YKYIOpEHHEIH MpodKo#H u3
OpoMOyTUnOBOH  pe3mHEl,  OKATOI

ANMOMHHHEBEIM KOIIAYKOM C KOHTPOICM
NEpBOr0d BCKPBITHA H INIACTHKOBBIM

RESULTS / PE3YJILTAThGI
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. /
TleppraHas ymakoska
1lo 20 Mr TcHOKCHKaMa BO (IaKoH W3

OeCcLBETHOTO cTeKIIa TRI 1,
YKYHOpeHHBIH nipobKoii H3
OpoMOyTHIOBOH  pe3uHbl,  0Oxaroil

SNMHOMHHHUEBBIM KOJIAYKOM ¢ XOHTPOJIEM
NEPBOT0  BCKPBITHA H  IUI&CTHKOBBIM

JHCKOM TIOBEPX AMOMHHHEBOTO | IHCKOM TIOBEPX AFOMMHHUEBOTO
_ KOJITIavKa. - | Konmauka. -
Shelf-life/ Cpox rogHocTn 3 years. / 3 ropa.
KIT/ KOMIJAEKT
| TESTS/NOKA3ATEIH SPECIFICATIONS / HOPMBI RESULTS / PE3Y.JIbTATHI
Kit package / ¥Ymakoeka | Secondary package Secondary package

| KomnIexTa

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 ynaxkoBka

Mo 3 d¢makona ¢ mpemapatoM u 3
aMITyJAEl ¢ PACTBOPHTCICM MOMCIIAIOT B
KACCEeTY U3 NOJIMBUHHTXIODHAA.

1 kacceTy BMecTe ¢ HMHCTpyKOuei 1o
MPUMEHEHHK) —TOMEIIAT B MMAYKy

KapTOHHYIO.

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassefte. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropuunas ynakosxa

Ilo 3 duakona ¢ npenapatoM w3
AMITYJIBl ¢ PACTBOPHTENEM NOMELIAIOT B
KacceTy M3 [NOMMBHEAMXIopHaa. |
KacceTy BMecTe ¢ WHCTpyKIMell mo
NPHMEHEHHI0  IIOMEIAIT B [AYKY

KAPTOHHYIO,
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

Labeling/ Mapxnposka | According to the ND. / B cootsetcrern | Complies as prescribed / Cootsercrsyer |
C HOPMATHBHO# TOKyMeHTaIHel . TpeGOBaHHAM
T Kit storage / | For conficuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

Xpanenne KOMIIeKTa In the original packaging (3 vials with medical product and 3 ampoules with solvent

in the carton), at temperature below 25 °C./

s v makoBKH 10 3 dUIAKOHA ¢ MPEHADATOM H 3 aMITy JIBI ¢ DACTBODHTEIEM B
Kaccere:

B opurunaneHO ynakoske (QUIAKOHEI C IPETIAPATOM H aMITYJIET C PACTEOPUTENEM B
TIauKe) TpH TeMneparype He Beine 25 °C.

| Kit shelf life / 13 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok rogHocTH KoMmiekTa | human use. / 3 roga. Cpok roqHOCTH KOMIUTEKTA OTNpeJendeTca CPOKOM TOAHOCTH
NeKapCTBEHHOTO TPENAapara AJis MeAUIHHCKOr0 IPHMEHEHM.

]

Assessment: / 3akmouenue: The batch complies with the specifications according to ND JIC-000295-040325,
on 04.03.2025. /
CepHsa cOOTBETCTRYET TpeOOBAHHAM HOPMATHRHOTO JokyMeHTa JIC-000295-
040325, or 04.03,2025,

API name (INY) / HaumenoBanue ADC (MHH): Tenoxicam / TeHokcHKaM

API manufacturer batch number / 92044624 ‘

Homep cepun npomsoautens ADC: 92018125 .
' FP Manufacturer API Batch number / 25117182 '

Homep cepun cybctannuu nponspoanTtens I'JId: 25119115 ‘

API Manufactured by & country / Edmeond Pharma S.r.L., Italy /

IIponssogutenns APC, crpana: Samonn Gapwma, C.p.JL, Uranus

Quality Control
H. MEHVES TORKELL,

;f,-_"’-ﬁ___—.'(\o@‘e
7 /.‘ s {
D go (1|20t
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®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaunmeHoBanue NpenapaTa Boja ansa nHEEKIHHA (PACTBOPHTENL)
Batch no./ Homep cepun 52D1
Amount of product per batch / Pazmep 1 90543
CepPHH
Date of Control / Jara ananmuza 072025
Manufacturing date / lara npon3soactea :  04/2025
Expiry date /{aTa oxoH4aHHA CPOKa 0372030
rOJHGCTH
Water for injections (solvent) / Boaa anst mHbexnuii {pacTEOpHTEIb)
TESTS / TIOKA3ATEJINA SPECIFICATIONS / HOPMEI RESULTS / PE3YJbLTATBI
Description /Onncanue Clear, colourless liquid without odor. / Complies / CooTReTcTBYET
Ipo3paunas GecupeTHAsS KUAKOCTE O3
3arnaxa.

Particulate matter / MexaHH4YecKkHe BKIIWYECHHA

Visible particles /
Buoumuie yacmuyol

Sub visible particles /
Heesudumule yvacmuybl

=10 pm particles /
qacTAll pasmMepom > 10 Mim

=25 pm particles /
YACTHII pa3MepoM = 25 MKM

Should be absent. / JomKHEI OTEYTCTBOBaTL. Absent / OTcyTCTBYIOT
Not more than 6000 particles per ampoule; / 48

He 6onee 6000 na ammyny;

Not more than 600 particles per ampoule. / 4

He 6onee 600 Ha aMnyy.

Acidity and alkalinity /
KHCAOTHOCTL H MIEIOUHOCTL

HcnwiTyeMBiif o0pa3el A0MKEH BBIIEDKHUBATD

Test sample should pass the test. / ‘ Complies / CooTeercTBYET

HCTIBITAHHE,
Reducing substances / Test sample should pass the test./ Complies / CooTBeTcTBYET
BocceTanaBaHBaIHe HcenbITyeMElfi 00pasel N0HKEH BBIACDKHBATE
BelIECTBA HCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTReTcTBYCT
Yraepona AnoKcHA / He nomxao ObITs OMYTHEHNA B Te'eHHe

1 4aca.
Chlorides/ X1opaasI Not more than 0.5 ppm. / He bonee 0,5 ppm. . <0.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / ' <0.00002% (<0.2 ppm)
HuTpaTpl H AHTPHTEI He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cyabharnl ' No turbidity should occur within not less than Complies /_COOTBBTCTByeT

1 h. / B Teuenue He MeHee | Yaca He JODKHO
HaGMIOAATHCA OMYTHEHHUE.

Ammoniam / AMMonnii

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

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJ/IN3A

TESTS / HOKA3ATEJHA SPECIFICATIONS f HOPMBI RESULTS / PE3YJBTATHI
Calcium and magnesium / Pure blue color should be observed {(without a Complies / CooTBeTcTBYET
Kanapumid u Marumi violet hue). / JomxHo HabmOaTECA YHCTO

cHHee OKpanHBanye (6¢3 ¢uoneroBoro
OTTEHKA).
Heavy metals/ Tskebie Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.Tppm)
METaMIbI He onee 0,00001 % (0,1 ppm),
Residue after evaporation / Not more than 0.004%. / He 6onee 0.004%. 10.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/cm. / 4 pS/em./
SAeKTponpoBOIHOCTL He Bonce 25 MrCw/en. 4 MrxCm/coM.
‘Extractable volume / Not less than label claim {(not less than 2 ml). / 2ml/
HzBaexaeMelil 00bem He meHee HOMHHANEHOTO (e MeHee 2 MII). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025 EU/mL/
BaxkrepuaabHbIe FHIOTOKCHHLI | injections. / He Gonee 0,25 ED/Mn Bome! ans <0.25E3/Mn
HHBEKLIVH.
Sterility / CTepunnHOCTE Should be sterile. / lomxia OBITE CTEPATEHOM. Sterile / CTGpPIJIBHO._
Packaging / Ynakoska Primary package 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. /
[MepprHAA Y TTAKOBKA

Ilo 2 M pacTBopHTens (Boja INAd WHBEKLIHIT) B
amnyny m3 Oecupernore crekma, Tan I. Ha
BEpXHEH YacTH aMIynel HAHECEHA TOYKA
| pasnoMa OpaHKeBOTo LBeTa.

Shelf-life / Cpox rogHocTu 5 years. / 5 ner.

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. /
TlepruyHas vakoBKa

[To 2 mn pacrsopurens (Boua Jyis
HHBEKLHI) B ammyny M3
becnperHoro creknma, tan . Ha
BEPXHCH YaCcTH aMIylhbl HaHECeHa

| TodKa pasnoMa OPaHkKEBOrO 1BETA,

Assessment: / 3akarouenye: The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepud cooTBeTCTRYET TpeDoRaHNAM HOPMATHBHOTO fokyMerTa JIC-000295-160721,

Hamenenne Nel ot 25.04.2023.

Ali i_;_ti_xfmog]u
AN —

Quality Control Supervisor
[GLiPo 1
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GeNsENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Name of Product/
Hanmenosanue npenapara

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepHH

Date of Control / IaTa ananuza
Manufacturing date / laTa npouzsoacTsa

Expiry date /1aTa okoH4aHHA CPoKa

TOIHOCTH

TESTS / IIOKA3ATEIN

Description /Onucanue

Water for injections (solvent) /

Boja 1A MHbeKOMH (PACTBOPUTEAB)

52D2
91278

07/2025
04/2025
03/2030

Water for injections (solvent) / Bona ang uHbekuuii (pacTBopHTENL)

SPECIFICATIONS / HOPMHI

RESULTS / PE3VJIBTATHI

Clear, colourless liquid without odor. /
Tpo3pauHas OecuBeTHAs KHOKOCTE O3
3amaxa.

Complies / CooTBeTcTBYET

| Particulate matter / MexaHHYeCKM€e BKIIOUEHHS

Visible particles /
Buoumvie vacmuinjo

Should be absent. / HonaHel 0TCYTCTROBATS.

Sub visible particles /
Hesuoumuie vacmuys

=10 pm particles /

4acTuLl pasMepoM = 10 MM

>25 pm particles /

YACTHL PA3MEpOM = 25 MKM

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

Not more than 600 particles per ampoule. /
He Gonee 600 na ammymy.

Absent / OTcyTCTRYIOT

53

Acidity and alkalinity /

KuceJ10THOCTS | INET0MHOCTE

' Reducing substances /

BoccTaHaBaHBaomme
BEIIECTBA

Test sample should pass the test. /
Henpityemblii 06pazen JOMKEH BLIIEPKHUBAT
HCHBITAHHAE.

Complies / CooTBeTCTBYET

Test sample should pass the test. /
' Henmityemeiii obpasen JoMKeH BBIIEP)KHBATE
HCIILITAHUE.

Carbon dioxide
Ymepona AHOKCH

Chlorides/ Xnopuant

No turbidity should be observed within | hour.
/ He HOMXKHO OHITH OMYTHEHHA B TEUSHUE
1 yaca.

Complies / CooTBETCTRBYCT

Complies / CooTBeTcTBYET

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

<{).5ppm

Nitrates and Nitrites/

HuTpaThl B HUTPHTEI

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

Sulphates / CyashaTe

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee 1 yaca He NOIKHO
HaOIIOMaTHCH MOMY THEHHE.

Ammonium / AMMOHHE

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

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTBYET

<0.6 ppm
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@@ :
R ENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMb{

Calcium and magnesium /
Kanrnuuii 1 marunii

Heavy metals/ Ta:xennie
MeTaJJIbI

Pure blue color should be observed (without a
violet hue). / JomxHo HaGnronaTECA YHCTO
cHHee okpaumBanne (6¢3 uoneroBoro
OTTEHKA).

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

Residue after evaporation /
Cyxoii ocTaTor

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

anductivity !
J1eKTPONIPOBOAHOCTE

Extractable volume /
Hasjekaemblii 00beM

Bacterial endotoxins /
BakTepHaibHBIC YHI0TOKCHHDI

| Not more than 25 uS/cm. /
He domee 25 mxCwm/cm.

RESULTS / PE3YJBTATEL
Complies / CooTBeTcTBYET

<0.00001% (<0.1ppm)

0.000 %

5 uS/em./
5 MxCm/cM.

Not less than label claim (not less than 2 ml). /
He MeHee HOMHUHATIBEHOTO (He MeHee 2 Ma).

| Not more than 0.25 EU/mL of water for

injections. / He Gonee 0,25 ED/Mi1 BOOE! Ojist
HHBEKIHIH.

Sterility / CrepuiibHOCTE

Should be sterile. / Jomxkna OBITE CTEPHILHOH.

Packaging / Ynakoska

Primary package

2ml/
2 M1

<025 EU/mlL/
<0.25E3 /M

Sterile / CrepHntHO.

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. /
IMepeutHas y makoBka

[To 2 Ma pactBOpHTENA (BOJA LA HHBEKIIHIT) B
ammyny w3 GecupetHoro crewma, Tanm I Ha
BEpXHell dYacTW aMITynsl HaHeceHa TOuKa
pa3snoMa OpaHKeBoro LBETa.

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. /
TlepBpruHan y naKoBKa

Tlo 2 mn pacteopuTens (Boma g
HHLEKUH) B amimyny |3
becuperdHoro crexnaa, tan I. Ha
BEPXHEH YacTH aMITylEl HaHeceHa
TOUKA PA3IOMA OPAHKEBOTO LIBETA.

Shelf-life / Cpok roqsocra 5 years. / 5 met.

Assessment: / 3aKmoteHne: The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /
Cepus COOTBETCTRYET TpeboRaHHAM HOPMATHBHOTO HokyMeHTa JIC-000295-160721,

Hamenerne Nel ot 25.04.2023.
. A
Ali Eihgfnoglu
v

el

Quality Centroi Supervisor
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R GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product/
HaumenoBanue npenaparta

Batch no./ Homep eepnn

Amount of produet per batch / Pasmep

cepuH

Date of Control / laTa anaan3a

Manufacturing date / IaTa nponzBoncTBa

Expiry date /1a1a OKOHAHHA CPOKA

TOOHOCTH

Water for injections (solvent) /

Boaa Ana HHbeKIHH (PaCTBOPHTE/NE)

52C3
91168

0772025
0372025
02/2030

Water for injections (solvent) / Bona a1s aanexunii (pacTeopHTeb)

| TESTS/MOKA3ATEJIH
Description /Onucanne

SPECIFICATIONS / HOPMbI

Clear, colourless liquid without odor. /
Tpoapaunas GecupeTHas XKHIKOCTE He3
3amaxa.

Particulate matter / Mexannyeckue BKINYeHHS

Visible particles /
Buoumure yacmuyer

Sub visible particles /
Hesudumvie yacmutjol

>10 um particles /
JacTHL pasMepoM = 10 MimM

>25 pm particles /
JACTHI PA3MCPOM > 25 MKM

Acidity and alkalinity /
KHeIoTHOCTL H 1Ie/T0YHOCTh

Should be absent. / JIo/oKHEI OTCYTCTBOBATS.

RESULTS / PE3YJIBTATBHI

Complies / CooTaeTcTBYeT

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

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

Test sample should pass the test. /
HcnkiryeMelii o0Opazel] JoKeH BEIACPKHBATh
HUCOLITAHAE,

Absent / OTcyTCTBYIOT

41

Complics / CooTBeTCTBYCT

Reducing substances /
Boccranapansamme
BeIlecTBA

Carbon dioxide
¥Yrunepoga nHokenx

Test sample should pass the test. /
HcneiTyeMeiii 00pasell 0JDKeH BEIAEPAKHBATH
HCIbITAHHE.

Complies / CooTBeTCTBYET

No turbidity should be observed within 1 hour.

/ He mon#&Ho OBITE NOMYTHEHWS B TEIeHHE
1 uaca.

Chlorides/ Xaopaanb!

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

Nitrates and Nitrites/

HuTpaThl H HUTPUTBI

Sulphates / Cynbfpatsi

Ammonium / AMMoHHIR

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

Complies / CooTBeTCTBYET

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B TeucHure He MeHee | yaca He JOIDKHO
HaOM0IATLCS TIOMYTHEHHE.

Not more than 0.6 ppm. / He Oonee 0,6 ppﬁl.

Complies / CooTBeTcTBYET

<0.6 pan
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

TESTS / IOKA3BATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTcTByeT
Kaannuii 1 Maramii violet hue). / JomkHo HabmogaTeea THCTO

crHee okpamnBanue (6e3 groneToRoTO
OTTEHKA).
'_Heavy metals/ Taxennle Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.ppm)
MEeTANIBI He 6omnee 0,00001 % (0,1 ppm).
| Residue after evaporation / Not more than 0.004%. / He 6omee 0,004%. . 0.000 %
Cyxoi ocTaror
' Conductivity / Not more than 25 puS/cm. / 5 uS/em./
INEKTPONPOBOAHOCTD He Gonee 25 MxCwam/cm, 5 MrCM/cM.
| Extractable volume / Not less than label ¢laim (not less than 2 ml). / 2ml/
H3Brexaembiii 00beM He MeHee HOMEHATBHOTO (He MeHee 2 MJT). 2 M
| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BakTepuajisHbIe 3HI0TORCHHbI | injections. / He Gonee 0,25 E3/Mn Boas! 114 <0.25ED/Mn
HMHBEKLHIH.
' Sterility / CrepuiibRocTh Should be sterile. / JlomxHa GbITh CTEPUNEHOM. . Sterile / Crepunsro,
' Packaging / ¥nakoska R Primary package Primary package

2 mL of the solvent {water for injections) in a | 2 mL of the solvent (water for
colorless glass ampule type T with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type 1 with an orange one-
TlepBUYHAd | TAKOBKA point-cut at the top of the ampule. /
o 2 mn pactBopuTens (Bona and WHeekOMii) B | IlepBHuHas » makoBka
amnyny u3 Oecupernoro crexnma, tun I. Ha | Ilo 2 Mn pacreopurens {Boma ams
BepXHeil TacTH aMIyNnel HaHeceHa TOHYKA & HMHBEKUMI) B aMIyny — 3
pPasnoMa OpaHkeRoTo [BETA. fecuperHoro crewia, THno 1. Ha
BEPXHCH 9acTH aMIlyJbl HaHEceHa
| TOYKA pa3noMa OPAHKEBOTO IIBETA.

| Shelf-life / Cpoc roanocTs

5 years. / 5 7er.

Assessment: / 3aknouenune:

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

Cepus cOOTBETCTBYET TpeDOBaHHIM HOpMaTHBHOIC fokymenta JIC-000295-160721,
HNauenenne Nel ot 25.04.2023.
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