CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

Name of Product/
HanmenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / JaTa anaan3a

Manufacturing date / TaTa
NPOH3BOJCTBA

Expiry date /lara okondanus
CPOKA rOIHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJA®, tHon.IHAT AMst IPHIOTOBICHAS PACTBOPA Aad

HHbeKuHii, 20 mr
24A01621A

39.766,000

02.2024
02.2024

01.2027

TESTS / IIOKA3ATEJH

SPECIFICATIONS / HOPMbI

: Appearance / Onucanne

Identification / IlopaHaHOCTE

Tenoxicam by HPLC/
Tenoxcurxam (BIKX)

Yellow with greenish tint lyophilized powder. /
JIuoGHNH3MPOBAHHBIA  TIOPOILIOK  KENTOTO C
3€/1CHOBATEIM OTTEHKOM LIEETA.

RESULTS /
PE3YJILTATH

Complies / CooTBeTcTBYET

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)). / Bpems
YVISPKUBRHMA  TIAKA  TEHOKCHKAMAa  Ha
XpOMATOTpaMMe HCTBITYEMOTO pacrBopa
TOMKHO COOTBETCTBOBATE BpeMeHH
YIePKUBAHHA NMKa  TEHOKCHKaMa  Ha
XpOoMaToOTpaMMe CTAHTAPTHOTO pacTeopa (cm,
«POMCTBEHHEIE TPHMEcH>, OLPS/CACHHE
COMHWYHLIX TpPUMEced H CyMMBI nNpHMeceii

| (254 am)).

Tenoxicam by UV-

spectrophotometry / Tenokcurxam

(Y-
CHEKMpPOQOmMomMempuyeckiiii)

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). / VY{d-cmektp
NOTJIOIEHUS HCTIBITYEMOTO pacrBopa,
TIPHTOTOBIEHHOTO st KOJMYECTBEHHOTO
onpenenenua, B 00nacty ot 230 HM po 400 um
JOJDKEH UMETh MAaKCHMYMEI TIPH UTHHAX BOIH
257 & 2wum, 285 = 2HM ¥ 368 + 2HM (CM.
«KonnuecTpeHHOE onpenienieHAe TEHOKCHKAMay ).

Complies / CooTeTcTBYET

Complies / CooTBeTCTBY ST
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJINA

| Sodinm metabis;Tﬁte /
Hampua memabucyanhum

SPECIFICATIONS / HOPMBI

RESULTS/
| PE3YJbTATHI

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. / Bpemsa yaepkuBaHus muka
Harpus Merabucymsduta Ha XpoMaTorpamme
HCTBITYEMOTO pacreopa TOJGKHO
COOTBETCTBOBATL BPEMEHH YASPIKHBAHHI ITHKA
HaTpusi Metaducynpdura Ha XpoMaTorpamme
craHmapTHoro pacTeopa (cM. «KomnuecTBeHHOS
ONPEACICHAE HAaTPHA MeTabHcynbduTay ).

| Dgsolving time / Bpem#
pacrsopenHst

Not more than 60 seconds. / He Gomee 60

CEKYHI.

Appearance of Reconstituted
solation / OnHcanue
BOCCTAHORJICHHONO PACTBOPA

The product should dissolve -completel)? without |

of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
OOIDKEH PacTBOPATHCH
OTCYTCTBHEM HEpPACTBOPEHHBIX UacCTHU, Oe3
BHAAMBIX MEXaHHYeCkHX BKMOueHW, PactBop
JIOMKEH OBITE TIPO3PAYHEIM,

' Solution clarity /
IMpo3paunocTh pacTBopa

The product solution should be clear. / PactBop .

IperapaTa NOIKeH OBITE MPO3PaTHEIM.

IOITHOCTBIO C |

Complies / CooTercryeT

18 sec/ 18 cex

Complies / CooTBeTCTBYET

Complies / CooTBeTeTBYET

Solution Color /
lipeTHOCTE pacrBOpa

The product solution should not be more
intensively colored than the reference solution
GY). / CreneHs OKpackdl pacTBOpa MpelapaTa He
JOKHA TIPeBbILATh 3TanoH GY .

pH

Complies / CooTBeTcTBYET

7.5t0 10.0. /01 7,5 m0 10,0.

Particulate matter / Mexannueckue

BKJIHYICHHA

Visible particles /
Buoumsie yacmuyor

Subvisible particles /
Hesuoumnre vacmuywl

=10 pm particles/

Hacrur pazmepoM = 10 MEM

=25 pm particles/

YacTur pasmepoM = 25 MKM

| 9.1

Should be absent/ HomxHb OTEchrBOBaTL

Not more than 6000/vial; /
He bonee 6000 ma dumaxon;

Not more than 600/vial. /
He 6omee 600 na pmaxon.

Absent /OTCyTCTRYIOT

40 / vial
40 / pnakoH

0/ vial
0/ (pnaxon
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

TESTS / ITIOKA3ATEJINR

- .2-aminopyridine /
2-aMHMHOTIHPHIHH

Enpapdnas

Total impurities /
Cymma npumeceit

| Uniformity of dosage units /
OanopoaHocTh 103HPOBAHNS

SPECIFICATIONS / HOPMbI RESULTS/ |
PE3VJIBLTATHL |
Related substances / Pojcreennni¢ npuvecn |
Not more than 0.5 %; / He Gonee 0,5 %; | Not detected / He |
| obHapyxeHa
Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 %: | Below LOQ (LOQ =
0.05%) / Hmke npenena
HeMIeHTHOHUMPOBAHHAS NIPUMECH KOJITYECTBEHHOTO
onpegeneana  (IIKO =
0.05 %)
| Not more than 1.0 %. / He Gonee 1,0 %. Below 1LOQ (LOQ =
0.05%) / Hmwxe npenena
KONIHYECTBEHHOTO
onpeneneHus  (IIKQ =
0.05 %)
The Acceptance value (AV) should be not more AV=18(n=10)
than 15.0. / Tlokazatenms mpHemaemocti (AV)
JoinkeH O81TH He Gonee 15,0,
Not more than 3.0 %, / He 6onece 3,0 %. 0.8 %

| Water /Boaa

Bacterial endotoxins /
BakrepuaisHbIe SHAOTOKCHHDI

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 E3/Mr TenokcHxama.

Sterility /Crepuinaocts

Should be sterile. / JomkeH Gbith CTeppUILH_mM.

Assay / KonndecrBeHHOe onipeeeHHe

Tenoxicam / Tenoxkcuxam

90.0% to 110.0% of C13H11N3048: (tenoxicam)
of label claim. / Ot 90,0% mo 110,0%
CisHiNa04S; (TeHOKCHKAM) OT HOMHHAIBHOTO
COTepIKaHNA.

Sodium metabisulfite /
Hampua memabucyashum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% mo 110,0 % wnatpus
MeTabucynedura oT HOMMWHRIEHOTO
COICPAKaTYIAL.

<0.128 EU/mg /
<0.128 ED/ mr

Sterile / Crepunen

99.3 %

98.9 %
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CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJIM3A

I_. TESTS / IOKA3ATEJIHA

SPECIFICATIONS / HOPMbI

Package / Ynakoexa

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. /

[MTepBHtHAs ¥ NAKOBKA
ITo 20 Mr TeHOKCHKaMa BO (IakoH u3

feclBeTHOTO cTexIa THI I,
YKYTIOPESHHBIA podKoi w3
OpoMOyTHIOBOH  pesuHBl,  oGKaTOM

ANOMHHHUCEBIM KONIIaYKOM C KOHTPOIEM
MNEPBOTO BCKPBITHA H TIACTHKOBEIM

_ TESTS / HOKA3SATEJIH

HACKOM TIOBCPX AHOMUHHEBOIO
_ - KOJILIAYKA,
Shelf-life/ Cpok rogHocTn 3 years./ 3 ropa.
KIT / KOMILIEKT
SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Primary package
20 mg of the tenoxicam in a colorless

glass vial type 1 stoppered with a
bromobutyl rubber stopper, orimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBu4HAag yakoBKa

TIo 20 Mr TeHokcHkaMa BO (UIAKOH M3

HeciBerHoro CcTeK1a THIT 1,
YKYTIOPEHHEBIA npobKoii u3
OpoMOyTHIOBOH  pe3suHBl,  OfKaroi

ATIOMHHHEREIM KOJMa4YKOM ¢ KOHTPOJICM
NEPBOT0  BCKPBRITHA M IIHACTHKOBEIM

QMCKOM TIOBEPX AMIOMHHHUEBOTO
_Konmavka.
RESULTS / PE3YJIBTATHI

Kit package / V¥naxoeka
KOMILIEKTA

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. /

BropruHas ymakoBKa

Ilo 3 duiakoHa ¢ mnpenmapatroM H 3
AMITYTHI ¢ PACTROPHTENEM MOMELIAIOT B
KACCETY M3 HONMBHHWIXJIOPHIA,

] xaccery BMecTe ¢ HHCTpYKLMeH mo
NIPHMEHCHHID TIOMEMAIT B Mauky

KapTOHHYTO.

Labeﬁng] Map?mpomca

According to the ND. / B cooTBercTBIM
€ HOPMAaTHBHO# JOKYMeHTaluel.

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. /

Bropnunas vnakoBka

[To 3 ¢nakoHa ¢ npenaparoMm ©u 3
aMITYIBl ¢ PACTROPHTENEM MOMELLAIT B
KacceTy M3 NONuBHHWIXIOpHma. |
KacceTy BMECTE€ ¢ HHCTPYKIHEH 1o
NPHMEHEHHK) TOMENIAIOT B [auky

KAPTOHHYIO.

.Complies as prescribed / CooTBeTcTBYET

TpeCOBaHHIM
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

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

Xpaneiine KOMILIEKTA In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

Jis voakoBKH 110 3 ifuiakoHa ¢ penapaToM M 3 aMIyIIEL ¢ PACTBOPHTENIEM B
Kaccere:

B opurunansHoi ynakoBke ((pIaxoHEL © IpenapaToM W aMITyJbL ¢ PACTBODHTEIEM B
nadke) NpH TeMneparype He Boite 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox roaHocTs Kommiekta | human use. / 3 roga. Cpok TOOHOCTH KOMILIEKTA ONPEACISETCS CPOKOM FOIHOCTH
JCKAPCEBCHHOIO IIPENapaTa A MEIUIFHCKOTO IPHMEHEHHA.

Assessment: / 3akmouenne: The batch complies with the specifications according to NI JIC-000295-160721,
amend #1 on 25.04.2023./
Cepms cooTBeTCTBYET TpeboBaHUAM HOpMATUBHOrO JokyMmenTa JIC-000295-
160721, Uamenenne Nel or 25.04.2023.

| API name (INN) / HauMeHoBanHe A@C (MHH): Tenoxicam / TeHOKCHKaM |
API manufacturer batch number / 92035723

| Homep cepnu nponzeoauTens ADC: i -

' FP Manufacturer API Batch number / 23111680

| Homep cepun cy6ecranmuu npouzeogaTens [JIMD;
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
MponseoauTtent A®C, cTpana: Onmong ®apma, C.p.JL., Hranus

Quality Control Supervisor

(f.:-f\r\'l‘t KOFQ\LQ o,
cr;e\ Bt 20

@ QV\(\Q N
%@C?\aq Ehe ’
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/
HauMeHoBaHHe Npenapara

Batch no./ Homep cepun

Amount of product per batch / Pazmep

CepHH

Date of Control / laTa anannza

Manufacturing date / laTa npon3BoacTBa

Expiry date /TaTa oKOHYaHuA CPOKA

TOOHOCTH

Water for injections (solvent) /

Boga pia HHBeKIM i (PACTBOPHTE/IL)

32F3
20047

08/2023
06/2023
05/2028

Water for injections (solvent) / Boga nnsa nabexunii (pacTBopHTeNb)

! TESTS / TIOKA3ATEH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJILTATBIL

i Description /Onncanmne

Clear, colourless liquid without odor. /
[po3zpadnas HeclBeTHAA KUTKOCT Oe3
3anaxa.

Particulate matter / MexanH4ecKHe BKANYECHHS

Visible particles /
Budumete vacmuys

Sub visible particles /
Heegudumbte uacmuyol

>10 pm particles /

gacTHIl pasMepoM > 10 MxM

>25 um particles /
YACTHIL PAa3MEPOM = 25 MEM

Acidity and alkalinity /
KucaorHoers 1 I1€OMHOCTD

Complies / Cooreercreyer

Should be absent. / Jlo/KHE! OTCYTCTBOBATE. ~ Absent/ OTCYTCTBYEOT
Not more than 6000 particles per ampoule; / 52

He Gonee 6000 Ha amnyay;

Not more than 600 particles per ampoule. / 0

He 6onee 600 ma ammyay.

| Test sample should pass the test. /

Hcnerryemslii o6pazer 100KeH BEIIEP/KHBATD
HCITBITAHHE.

Complies / CoorsercrByer

Reducing substances /
BoccTaHABIHBAOINHE
BELIECTBA

Test sample should pass the test. /
Henwrryemslii o0pazen 1onkeH BEIEPKIBATL
HCTIBITAHHE.

Complies / CooTBeTCcTBYET

Carbon dioxide
Yriaepoxa JHOKCHA

No turbidity should be observed within 1 hour.

/ He nonmuHO OBITH MOMYTHEHHS B TCHCHHE
1 gaca.

Complies / CooTBeTCTRYET

Chlorides/ Xnopuasl

Nitrates and Nitrites/

HuTpaThl H HATPHTHE

Not more than (.5 ppm. / He Somee 0,5 ppm.

<0.5ppm

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

<0.00002% (<0.2 ppm)

Sulph;;es { CyappaTha

No turbidity should occur within not less than
1 h. /B Teucnme He meHee | gaca He TOMKHO
HAONFIATLCA MOMYTHEHHE.

Complies / CoorBercTByeT

Ammonium / AMMoHHE

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

<0.6 ppm
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LGENSENT

CERTIFICATE OF ANALYSIS / CEPTHONKAT AHAJIN3A

TESTS / IOKA3ATEJHM

SPECIFICATIONS / HOPMBEI

RESULTS / PEIYJABTATBI

Calcium and magnesium /
Kaabumii u Marumii

Pure blue color should be observed (without a
violet hue). / JTomKHO HaOMIONATECS YACTO
cHHee okpainyrBaHie (6e3 uoneroBoro
OTTEHKA).

Heavy metals/ Tsxennie
MeTaJIbI

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

Complies / CooTBeTeTBYET

<0.00001% (<0.1ppm)

Residue after evaporation / | Not more than 0.004%. / He Gonee 0,004%. 0.000 %

Cyxoii ocTaTok

Conductivity / Not more than 25 pS/em. / B 6 pS/em./ o
31K TPONpPOBOIHOCT He bomee 25 MxCw/cm. 6 mxCwm/cm,

Extractable volume / Not iess than label claim (not less than 2 ml). / 2ml/
H3eaexaemsbiii 00beM He menee HOMUHATEHOTO (He MeHee 2 MII). 2 Mn

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BaxTepuanasHbIie YHA0TOKCHHBI | injections. / He Gomee 0,25 EB3/Mn Boap! ans <0.25 E3/mn

Sterility / CTepaabsHOCTE

HHBEKITHI.

| Should be sterile. / Tomxta GbITh CTEPHILHOM. |

Sterile / CrepunsHo.

Packaging / YnaxoBka

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. /
IMepprMBEas YIIaKOBKa

ITo 2 mn pacTeopHTENA (BOJA AT HHBEKLMIL) B
ammyny m3 Oecusetdoro crekna, ten I Ha
BepxHell UAacTH aMIynhl HaHeceHa TOo4Ka
paznoMa OpaHKEBOTo LIBETA.

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. /
TlepBauHas Y DakoBKa

Io 2 Mn pacteopuTens (Boma s
HHBEKIHAH) B aMIyny — u3
becuBerHoro crexna, tun 1. Ha
BEPXHEH vacTH amiylsl HAHECEHA
TOYKA PAIOME OPAHKESROrO LIBETA.

Shelf-life / Cpok rognoetu

5 years. / 5 mer.

Assessment: / 3aimoduenne:;

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

#1 on 25.04.2023 /

CepHs COOTBETCTRYST TpeOoBaHMAM HOPMATHBHOTO TokyMenTa JIC-000295-160721,

Hamenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quahr{ C brftxol Supervisor

N
]lagghy ufl'r AA$
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CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIM3A

Name of Product/
Hanmenopanue npenapara

Batch no./ Homep cepun

Amount of product per batch / Pazmep
cepHH

Date of Control / laTa anajmn3sa
Manufacturing date / lata npoHzBoacTBa

Expiry date /TaTa oxoruyanns cpoka
FOXHOCTH

Water for injections (solvent) /
Bojga ajia MHbLeKuHi (PACTBOPHTEND)

32H2
88838

10/2023
08/2023
07/2028

Water for injections (solvent) / Boga nns nanexnuii (pacTBopHTElDb)

TESTS /TIOKA3BATEJIH |  SPECIFICATIONS / HOPMBI RESULTS / PE3YJbBTATBI
Description /Onncanne Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
TIpospaunas GecupeTHAS XHUIKOCTE 063
3anaxa.

Particulate matter / Mexanndeckne BKJIHYeHHS

Visible particles / Should be absent. / JJoIDKHEI OTCYTCTBOBATE. B Absent / OTCYyTCTBYIOT
Buoumsre yacmuysr
Sub visible particles /
Heeudumvie yacmuybt
=10 pm particles / Not more than 6000 particles per ampoule; / 38
yactan pasMepom > 1( mim | He Gonee 6000 pa ammyny;
>25 um particles / Not more than 600 particles per ampoule. / 2
gacTar pazmepoM > 25 MM | He 6omee 600 Ha ammyy.
| Acidity and alkalinity / ‘Test samp_le should pass the test. / Complies / CootBeTcTBYET
KucioTHOCTE H INEJ09HOCTh HereiTyeMEti o6pazel Jo/DKeH BhIEPKHBATh
HCIIBITAHME,
Reducing substances / Test sample should pass the test. / i Complies / CooTBeTCTBYET
BoccTanapiHBanie HcmerryeMelid o0pazel TOKEH BRIACPKMBATE
BeILECTBA HCTIBITAHNE. |
| Carbon dioxide No turbidity should be observed within 1 hour. | Complies / CooTBeTCTBYET
¥Yraepoga AHOKCHI / He momxmo OLITE MOMYTHEHHS B TeUeHYE
1 qaca.
Chlorides/ Xnopuab: Not more than 0.3 ppm. / He 6onee 0,5 ppm. <(.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HuTpaTbl H HHTPHTEI He Gonee 0,00002 % (0.2 ppm).
| Sulphates / CyasdaThi No turbidity should occur within not less than | Complies / CooTBeTCTBYET
1 h. / B Tedenue He Menee 1 gaca HE JODKHO
HaGIONaTECH TOMYTHEHUE.
Ammonium / AMMonmii Not more than 0.6 ppm. / He 6onee 0,6 ppm. <(1.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIA3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMbI | RESULTS/PE3YJBTATHI |

| Caleium and magnesium /
Kanpuuii u Marsmii

Pure blue color shouid be observed (without a Compties / CooTBeTCTBYET i
violet hue). / JomxHao HAOMOAATECA HHCTO
CHHee okpaumBazue (Be3 gpuoIeToBOrO

OTTEHKQ).

Heavy metals/ Ta:xensre
METAJIbI

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

<0.00001% (<0.1ppm)

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

L Conductivity / Not more than 25 pS/cm. / 7 pSiem./
JAeKTPONpPOBOIHOCTD He Gonee 25 MxCm/cm, 7 MKCM/cM.
Extractable volume / ‘Not less than label claim (not less than 2 ml). / 2ml/
H3paexaeMblii 00beM He mMeHee HOMHHANBHOTO (He MeHee 2 MI). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/ =
BaxrepHabHble SJHIOTOKCHHL! | injections. / He boxee 0,25 ED/min Bompr s <025 ED/Mn

HHBEKIHIH.

Sterility / CTepHILHOCTE

Should be sterile. / Jomxaa 65ITE CTEpHILHOLH. Sterile / C'I?])HHBH;,

Packaging / Ynakoska

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. /
IleprruHas ymakogka

Ilo 2 mn pactBopuTens (Boma AL
HHBEKIHH) B aMmyny U3
GecupeTHoro crekna, twn I Ha
BepXHell 9acTH aMIyNibl HaHeceHa
| TOYKa pasnomMa OPaHKEBOTO IIBETA. |

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. /
Lleprianas YiaKoska

[To 2 M pacTRopuTENs (BOMA /U HHECKLUI) B
aMmmyny w3 OecieetHore crena, tTvn 1. Ha
BCpXHEH wACTH amilyJlbl HaHeceHa TOUKa

pasnoMa OpamKCBOrQ HBCTA.

Shelf-life / Cpox roanocTu

5 years. / 5 ner.

Assessment: / 3aknmoueHHe:

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

CepHA COOTBETCTBYET TpeOOBAHHAM HOpMaTHBHOTO noxymenrta JIC-000295-160721,
Hamenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality (.rnnlf'ﬂ’ $lpervisor

DB
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Name of Produet/ ‘Water for injections (solvent) /
HanmenosanHe npenapara Boja aJi1 HHbeKIHiil (paCTBOPHUTED)
Batch no./ Homep cepun 32H4
Amount of product per batch / Paamep : 88438
cepHH
Date of Control / laTa anannza 10/2023
Manufacturing date / lata npon3soacrea @ 08/2023
Expiry date /laTa oxoH4anus cpoxa . 07/2028
FOAHOCTH
Water for injections (solvent) / Boga 011 nHLeKUH# (pacTBOPHTEIR)
TESTS / IOKA3ATEJIH | SPECIFICATIONS / HOPMBL RESULTS / PE3YJBLTATHI

_Description /Onncanue

| Clear, colourless liquid without odor. /
[po3padmas OccTBETHAA KUAKOCTE 6e3
3amaxa.

Complics / CoOTBCTCTBYCT

Particulate matter / MexaHnueckHe BKAIYMCHHSA

Absent / OTCyToTBYIOT

>10 um particles /
JaCTHIL pa3MepoM > 10 MEm

>25 um particles /
YaCTUL PA3BMEPOM = 25 MKM

He Gonee 6000 nva ammymy;

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

Visible particles / | Should be absent. / JIoIKHbBI OTCYTCTBOBATE.
Buoumwre wacmuiybl
Sub visible particles /
Hesuousmeire vacmuyv
Not more than 6000 particles per ampoule; / 49

Acidity and alkalinity /
KuchoTHOCTE H IHECTOIYHOCTR

Test sample should pass the test. /
Hcnpiryemuiii o6pazel] omkeH BHIEPKHBATE
HCTIBITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTaHaBIHBAKOIHHE
BEINECTEA

“Test sample should pass the test, /
Hcneityemsiit 06pa3sell Ao1KeH BEIIEPKABATE
UCHBITAHAE,

Carbon dioxide
Yrneposa nuokcHA

/ He momxHO OBITE MOMYTHEHUS B TSUEHRE
1 1aca.

No turbidity should be observed within 1 hour.

Complie_s / COOTBETCTBYeT

—_—

. Complies / CoorBeTcTBYET

" Chlorides/ XnopHael

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

<(.5ppm

_Nit;ates_amd Nitrites/

HurtpaTel H HHTPHMTEI

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

Sulphates / CyabdaTtsl

No turbidity should occur within not less than
1 h. /B Teuenue He MeHee 1 gaca HE JOKHO
HaboJaThCA TOMYTHEHHE,

|
S =
‘ Complies / CooreercTBYET

<0.00002% (<0.2 ppm)

Ammonium / AMMoHHI

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

<0.6 ppm
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CJGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

TESTS / HOKA3ATEJIH

SPECIFICATIONS /f HOPMBbI

RESULTS / PE3YJbTATEI

Calcium and magnesium /
Kannumii 1 Maramii

Pure blue color should be observed (without a
violet hue). / JlomikHo HaGMOIATECA THCTO
cHHee OKpaluyBaHue {0e3 duonerosoro
OTTCHKA).

Complies / CooTBeTCTBYCT

Heavy metals/ Tsxeasre
MeTaJIIB

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

<0.00001% (<0.ippm)

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. /
TlepBHuHas YIaKOBKA

Mo 2 M pacrBopuTens (Boda AN UHELEKIHIT) B
aMmmyny w3 OecuperHoro crekma, THm 1. Ha
BEPXHEHl WacTH aMIyJkl HAHCCCHA TOYKa
pazoMa OpaHKeBOro LBETA.

Residue after evaporation / Not more than 0.004%. / He 6oaee 0,004%. 0.000 %
Cyxoii ocTaTor
Conductivity / Not more than 25 uS/cm. / 5 pSiem./
SJICKTPONIPOBOIHOCT He Gonee 25 MxCn/cm. 5 MrCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HienexaeMblii 06beM He Menee noMuHansHOTO (He MeHee 2 MIT). 2 Mn
Bacterial endetoxins / Not more than 0.25 EU/mL. of water for <0.25BU/mL/
GakTepuaasHble JHA0TOKCHAL! | injections. / He Gonee 0,25 E3/Mn Boas! A1 <0.25 EQ/ M
HHBCKIHHA.
Sterility / CTBPHEIOETI: Should be sterile. / JlomkHa 6BITE CTEpHABHO. Sterile / Crepunsso.
Packaging / ¥YnakoBka - Primary package ' 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. /
TlepBuunas yoakoBka

Tlo 2 Mn pacTtBopuTens (BoJa A
HHBEKUMH) B aMIyny — H3
f6ecuperHoro crexya, THO [. Ha
BEPXHell 4YacTH aMmysibl HaHeceHa
TOYKA Pa3jioMa O[aHXeBOIo IBETA.

| Shelf-life / Cpok roqHocTH

3 years. / 5 Jer.

Assessment: / 3axkmodenue:

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

#1 on 25.04.2023 /

Cepus cooTBercTBYeT TpeGORAHNAM HOPMATHBHOTO FokymenTta JIC-000295-160721,

Hamenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality I,f_ offrb] Supervisor

C”"@GéﬂH A 1
SO flag Sdnayrve Ticarst A,

2/2




	24A01621A
	32F3
	32H2
	32H4

