CERTIFICATE OF ANALYSIS / CEPTUH®HUKAT AHAJIU3A

TEXARED, lyophilized powder for injection after reconstitution,

Name of Product/
Hammenosanue mpemapara

Batch no./ Homep cepum

Amount of preduct per batch /
Pazmep cepun

Date of Control / Jara anaansa

Manufacturing date / JaTa
NPOH3BOACTBA

Expiry date /lata okonvanus
€POKa rogHOCTH

TESTS / IOKA3ATEJIU

20 mg /

TEKCAPEI®, nnodunnzar 1y IPHTOTOBJCHHS PACTEODa /1Jist

HHbeKmii, 20 Mr
24D00181A

41.846,000

05.2024
04.2024

03.2027

‘ SPECIFICATIONS / HOPMBI

- Appearance / Onucanue

[
I Identification / Ilognunnocts

Tenoxicam by HPLC /
Tenoxecuxam (BIAKX)

| Tenoxicam by UV-
spectrophotometry / Tenoxcuram

| (Y-
CREKMPOGOMOMEmPUYeCKILii)

Yellow with greenish tint lyophilized powder. /
JvodUNMANpPOBAHHEI  HOPOIIOK  KENTOTO ¢
3e/ICHOBATHIM OTTEHKOM LIBETa.

RESULTS /
PE3YJbBTATHI

Complies / CooTeTcTBYET

| 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 ftotal impurities (254 nm)). / Bpems
VIICPKHBAHILI IUKa  TeHOKCUKaMa Ha
XpoMarorpamme HCMEITYEMOTO pacTsopa

JACIKHO COOTBETCTBOBATE BPEMECHH |

VICPKHBAHHS! THKa  TEHOKCHKaMa HA
XpOMAaTOrpaMMe CTAaHAAPTHOO pacTBopa (CM.

Complies / CootBeTCTBYCT

«PoncTeeHHBIE NPHMECH”, onpenieneHue |
CIMHHYHBIX TpUMEced M CyMMBL IpHMece
| 1254 um}). | ]

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). / V®-cmextp
TIOTJICIIEHHSA HCMBITYEMOTO pacTBopa,
TIPUTOTOBJICHHOTO  JUIS KONMHYECTBEHHOrO
onpenenenus, B obmactu oT 230 M no 400 HM
JOIDKEH HMMEeTh MakCAMYMEBI TIPH INHHAX BOJIH
257 £ 2um, 285 + 2uM uw 368 + 2mM (oM.
«KonHyecTpeHHOe ONpefieneHne TEHOKCHKAMA ).

Complies / CootBercrBYET
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJN3A

TESTS / TOKA3ATEJH

SPECIFICATIONS f HOPMbI

Sodium metabisulfite /
Hampus memabucyavhum

Dissolving time / Bpems
pPACTBOpPeHHS

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 yaepxuBanus MHKa
Hatpusi MeTabucynsdUTa HA XpoMaTorpaMme
HCITBITYEMOTO pacTeopa JOJDKHO
COOTBETCTBOBATL BPEMEHH YICDWHUBAHUS [HKA
HaTpus McTabHeyabduTa Ha XpoMarorpamme
crangapTHoro pactsopa (cM. «KomuuecTeeHHOE
oTIpefeneHne HATpuA MeTabucylibdiray ),

RESULTS /
PE3YJbTATHI

Complies / CooTBeTCTBYET

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

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJAEHHOI'0 PACTBOPA

The product should dissolve completely without

of undissolved particles and visible particulate
matter. The solution should be clear. / ITpenapar
JOMKEH PACTBOPATECA TIOTHOCTEIO c
OTCYTCTBHEM HCPACTBODCHHBIX — vacTul, 6es
BHIMMbIX MEXaHMYSCKHX BKMdeHHi. Pactsop
JOJZKEH OBbITh MPO3PauHbIM.

| Solution clarity /
Ilpo3paunocts pacTeopa

The product solution should be clear. / PactBop
Mperapara AMLKCH OBITE TPO3payHEIM.

' Solution Color /
L eeTHOCTE pacTBOpa

The product solution should not be more
intensively colored than the reference solution
(Y. / Crenens oxpacku pacTBOpa Ipenapara He
JIOJGKHA MPeBEIIATE 3TanoH GY .

o

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

|
| Particulate matter / Mexanpnueckue BRIANYECHHS

30 sec /30 cex

Complies / CooTreTcTBYET

Complies / CooTBetcTBYET ‘

Complies / CoorBercTBYET

9.1

Visible particles /
Buouneie vacmuye

Subvisible particles /
Heeudunere vacmuybi

>1{ pm particles/
YactHi pasmepoM > 10 MrMm

=25 pm particles/
YacTuu pasMepoM > 25 MKM

Should be absent/ JomkHBL OTCYTCTBOBATE

Not more than 6000/vial; /
He fonee 6000 Ha makon;

' Not more than 600/vial. /
He Gonee 600 Ha duakox.

Absent /OTcyTCTBYIOT

38/ vial
38 / pnaxon

1/ vial
1 / makon
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CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIN3A

TESTS / TIOKA3ATEJIN ‘ SPECIFICATIONS / HOPMBI RESULTS/

[ PE3YJbTATHI

| Related substances / PoacTBenHbIe npimecH [

| 2-aminopyridine / Not more than 0.5 %; / He Gonee 0,5 %; Not detected / He
2-aMUHOTTHPHAUH obHapyixeHa
Individual unidentified impurity / Not more than 0.5 %; / He 6onee 0,5 %; Not  detected / He
EnvaiuHas of0HApyKeHa
HEeW/IeHTH)HIIMPOBAHHAS IPUMECE
Total impurities / Not more than 1.0 %. / He Gonee 1,0 %. Not  detected / He
Cymma npuMeceit obHapyxeHa

| Uniformity of dosage units / | The Acceptance value (AV) should be not more 1' AV=1,9 (n=10)
OasopoaHoCTE AO3UPOBAHHS than 15.0. / Tlokazarens mpuemaenmoctd (AV)

JoinKked OBITEH He Gonee 15,0. I
| Water /Bopa | Not more than 3.0 %. / He Gonee 3,0 %. 1.0 % |
| Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.010 EU/mg / '

Baxrepnaabubie JHI0TOKCHHBI He Sonee 1 E3/Mr TeHOKCHKaMa. <0.010 E3/ mr
I Sterility /CrepuibHocTh | Should be sterile. / JlomxeH GHITE CTEPUITLHEIM, Sterile / Crepmren

Assay / KoandecTBeHHOe onpeeieHHe

Tenoxicam / Tenoxcuxkam 90.0% to 110.0% of Ci3H11N304S; (tenoxicam) |
of label claim. / Or 90,0% gno 110,0% 100.1 %
CisH1iN204S2 (TeHOoKCHEAaM) OT HOMHHANBHOTO ’
COAEpAAHMS.

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

Hampun memabucyavghum labe! claim. / Ot 85,0 % mo 110,0 % wuarpus | 94.1 %
MeTabucynbduTa or HOMHHAALHOTO e

COOCPKaAHHNA.
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OepBOrO  BCKPHITHS M NIACTHKOBBIM | HEPBOTO BCKPBITHS W IDTACTHKOBLIM
IHCKOM MOBEPX ANFOMHHUEBOTO | THCKOM HOBEPX AITFOMHAHHEBOTO
. KOJMAYKA. KONnavJka.
Shelt-life/ Cpok roanoctn | 3 years. / 3 roma.
KIT / KOMIUIEKT
| TESTS/IOKA3ATEJIH SPECIFICATIONS / HOPMEI ! RESULTS / PE3YJILTATHI
Kit package / V¥YnaxoBka | Secondary package Secondary package
KOMILIEKTA . . . 3 wvials with the medical product and 3
3 vials with the medical product and 3 . . )
. . . ampoules with the solvent in a polyvinyl
ampoules with the solvent in a polyvinyl . .
; chloride cassette. 1 cassette with the
chloride cassette. . . . ,
patient information leaflet in a carton
1 cassette with the patient information | pack. /
leaflet in a carton pack. /
Bropuunas yrakoBka
BropuiHas ymakoBka -
Ito 3 d¢nakora ¢ npenmaparom u 3
[To 3 ¢naxowa ¢ npemapatoM W 3 | aMmyJsiel ¢ PACTBOPHTENIEM HOMEMIAIOT B
AMIIYNBL ¢ PACTBOPUTENEM [IOMEMIAOT B | KAacceTy W3  TIONHBHHWIXIOpHOZ. 1
KacceTy W3 MOJIHBHHAITXIIOPHLA. KACCETY BMECTE ¢ MHCTPYKIMEH 110
1 xacceTy BMECT¢ ¢ MHCTPYKIMCH 1m0 MPAMCHCHUIO  NOMCILAIOT B HAHKY
| KAPTOHHYIO.
MPUMEHEHUIY [OMELIAT B [AHUKY
KapTOHHYIO.
|
" Labeling/ MapkupoBka . According to the ND. / B cootsercteur | Complies as prescribed / CooTBeTcTBYeT .

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

 TESTS / HOKA3ATEJH

Package / ¥Ynakopka

| SPECIFICATIONS / HOPMBI

RESULTS /PEIYJILTATDI

Primary package
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. /
IlepBAyHas yYIMaKoBKa

Ilo 20 mMr TeHokcukama BO (UIakoH H3

OecuseTHOTO CTeKIa THI 1,
YKYIOPEHHBIH npobkot u3
OpoMOyTUIOBOH  pe3uHsi, obxkaroi

AMHMHAHKCBEIM KOIITAYKOM C KOHTROIICM

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. /
IMepsHuHag vITAKOBKA

IMo 20 Mr TcHokcHKama RO (MIaKkoH H3

OeclBeTHOro creKia THI I,
YKYNODCHHBIH podKoit u3
OpoMOyTHIIOBOH  pe3swHBl,  O0:KaTOH |

AMICMHHEEBBIM KOJINAYKOM C KOHTPOJIEM

C HOPMaTHBHOH JOKyMEHTANHEH.

TpedoBaHHAM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Kit storage /
XpaHe}me KOMILICKTa

JLiA v TIaKOBKH 10 3 (U1aK0oHA ¢ MPENApaTOM H 3 aMITy bl ¢ DACTBONHTEIEM B

Kaccere.

B opurnHansHoil ynakoeke ((pIakoHBI ¢ EpenapaToM H aMIIyNEl ¢ PACTBOPHTEIIEM B
nayKe) npy Temiiepatype He Beire 25 °C.

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

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

| Kit shelf life /

3 years. The kit shelf-life is determined by the shelf-life of the medical product for

CpDK ToAHOCTH KOMILIEKTa human vse. / 3 ropga. CPOK TOOHOCTH KOMILIEKTA OIPEACIIACTCH CPOKOM r'OAHOCTH
JIEKAPCTBEHHOTO Npenaparta n1id METWUHHCKOTO TPHMEHCHHA.

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

amend #1 on 25.04.2023./

Cepis cOOTBETCTBYCT TPeOOBAHKAM HOPMATHEHOTO JoKyMenTa JIC-000295-
160721, Hamenenue Nel ot 25.04.2023.

" API name (INN) / naumesoBanne ADC (MHH):

API manufacturer batch nember /
Homep cepun npouzBoauTteas ADC:
FP Manufacturer API Batch number /

| Homep cepnu cyberanunn npoussoguTens IJIM:

APl Manufactured by & country /
Npoussoauteas ADC, cTpana:

L

Tenoxicam / TeHOKCHKAM

92035723

23111680

Edmond Pharma S.r.L., Italy /
Oamong ®apma, C.p.JL., Utanus

Quality Control Supervisor
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GENseNT

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaMMeHoBaHHE MpenapaTa Boja aia AHbEKOUH (PACTBOPHTEND)
Batch no./ Homep cepan 32F2

Amount of product per batch / Pazmep : 87408

CcepHH

Date of Control / laTta anaau3a 03/2024

Manufacturing date / Jlara npousBoacTsa 06/2023

Expiry date /{ara oxoHuaHnsg cpoka 05/2028

TOQHOCTH

i Description /Onucanne

Visible particles /
Buoumeie uacmuyel

TESTS / HIOKA3ATEJH

Water for injections (solvent) / Boaa 1asa unbeknmii (pacTBOPHTENE)

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJILTATHI

. Clear, colourless liquid without odor. /

TIpo3paunan HeclBeTHAs KHOKOCTD Des
3amaxa.

Particulate matter / Mexannyeckue BKIIOUEHHS

Should be absent. / JJomxHEI 0TCYTCTBOBATE.

Complies / CooTBercTBYET

Absent / OTcyTcTBY10T

Sub visible particles /
Hegudumpbie vacmuypl

=10 pm particles /

=25 um particles /

| Acidity and alkalinity /

KHcI0THOCTL H HIEN0YHOCTh

Reducing substances /
BoccTanaBaHBAWIIHE
BeLIeCTEA

yacTl, pasMepoM = 10 MM

YACTHIL PA3MEPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 ua amuyny;

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

33

Test sample should pass the test. /
Hcnbrryemslii 0Opasen 1onkeH BEICPAKHBATE
HCTIBITAHHE.

Test sample should pass the test. /
HeneiTyemeiit 00pasel JOMKEH BEIISPKHBATD
HCIIBITAHHE.

Carbon dioxide
Yraepoaa NHOKCH/

Chlorides/ Xnopunani

Nitrates and Nitrites/

HurpaTst © HETPHUTHI

' Not more than 0.00002 % (0.2 ppm). /

No turbidity should be observed within 1 hour.

/ He momxHo OHITH IOMYTHEHHS B TEYEHHE
1 gaca.

Complies / CooTBeTCTBYET

Complies / CooTBeTcTRYET

Complies / CoorsercTByeT

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

<0.5ppm

He 6onee 0,00002 % (0,2 ppm).

Sulphates / Cyandathi

No turbidity should occur within not less than
1 h. / B Tevweude He MeHee | 9aca He JOMKHO
HabMOOAaThCa NOMYTHCHHE,

Ammonium / AMMonmii

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

<0.00002% (<0.2 ppm)

Complies / CooTReTcTBYeET

<0.6 ppm
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®
LGENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

TESTS / HOKA3ZATEJIHA

SPECIFICATIONS / HOPMBI

Calcium and magnesium /
Kaanumii m marnmi

Pure blue color should be observed (without a
violet hue). / JomxHO HabIIOAATECA YHCTO
CHHEe OKpaniuBanne (03 puoneToBoro
OTTEHKA),

Heavy metals/ Tsixensie
METAMIbI

Residue after evaporation /
Cyzxoii ocTaTok

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

RESULTS / PE3YJIBTATHI
Complies / CooTBeTCTRYET

<0.00001% (<0.1ppm)

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

| Conductivity /
JNeKTPonpoBoAHOCTh

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

| Extractable volume /
HM3BaexkaeMbii 00hLeM

[ Bacterial endotoxins /

Bamepuaﬂbﬂble JHIAOTOKCHHBI
|

Not less than label claim (not less than 2 ml). /
He meHee HOMHHANEBHOTO (He MeHee 2 M).

0.002 %

6 uS/em./
6 MECM/cM.

2ml/
2 Mn

| Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Boms! ms
HHBEKITHIH.

<025BU/mL/
<0.25ED/ Mn

| Sterility / CTepH_JIl:HDCTh

”Packaging ! ¥naxoska

Should be sterile. / JomxHa ObITE CTEPHIBHOLH.

Sterile / CrepunbHo.

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. /
TTepBrunas vOAKOBKA

Ilo 2 mn pacTBOpuTENS (BOAA /UM WHECKITHE) B
aMmmyny w3 OecnperHoro creia, tun 1. Ha
BCPXHEH UACTH AaMITyJbl HAHECEHA TOUKa
PasioMa OPaHXEBOro IBETA.

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. /
TlepBHYHASA Y TAKOBKA

Ilo 2 Mn pactBopHTens (Boja A
HHBEKIMI) B amIysy M3
OecieTHoro crekna, THn [. Ha
BEpXHell 4acTH aMIylibl HaHEeCeHa
TOYKA PA3IOMa OPaHKEBOTO 1IBETA.

Shelf-life / Cpok rommoctn

5 years. / 5 ner.

Assessment: / 3akmodeHue:

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

#1 on 25.04.2023 /

CepHs COOTBETCTBYeT TpebOBaHHMAM HOPMAaTUBRHOTO JoKyMenTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quatity Control Supervisor

GOGE
GO%Q Sah

"
w Al
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®
(Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIN3A

Name of Product/ :  Water for injections (solvent) /
Haunmenopanne npenapara Bojaa Ansa HHBREKNOUI (PACTEBOPUTEIb)
Batch no./ Homep cepun : 32HS

Amount of product per batch / Pazmep ;87707

CepHH

Date of Control / IaTa anann3a T 1272023

Manufacturing date / Jara npouzsoacrea :  08/2023

Expiry date /[laTa okoHYAHHSA CPOKA . 072028

TO/AHOCTH

Water for injections (solvent) / Bona nas nasexnmii (pacTsopiTenn)

TESTS / MOKABATEJIH | SPECIFICATIONS f HOPMbI
Description /Onucanne | Clear, colourless liquid without odor. /
TIpozpaunas decuBeTHAA HHUAKOCTE O3
3anaxa.

RESULTS / PE3VJBTATHI
Complies / CooTBeTCTBYET

Particulate matter / MexanH4yeckue BKJINYEHHA

Visible particles / | Should be absent. / JIo/oKHB! OTCYTCTBOBATS.
Budumure wacmuyer

Sub visible particles /
Hesuoumvie vacmuyer

>10 pm particles / Not more than 6000 particles per ampoule; /
YacTHL; pasMepoM = 10 MM | He 6onee 6000 na aMmmyny;

>25 um particles / Not more than 600 particles per ampoule. /
gacTuil pasmepoM = 25 MM | He Gonee 600 Ha ammysty.

Absent / OTCyTCTBYIOT

11

Acidity and alkalinity / Test sample should pass the test. / Complies / CoOTBETCTBYET
KHeaoTHOETD H IeT04HOCTE Hcnwrmyemsiit obpazel OJDKEH BELISPKHUBATD
MCNEITAHHE.
! ied?ing substances / Test samplahould pass the test. / Complies / CooTBeTCTBYET
Boccranapaxeaioimne Hcnprryemaiii 00pasell oKeH BRIIEPKHBATE
BeLIECTBA HCTIBITAHHE.
| Carbon dioxide No turbidity should be observed within 1 hour. i Complies / CooTBeTCTRYCT
Yraepoaa guokchHn / He nomxHo GBITE TOMYTHEHHA B TCUEHHE
1 uaca.
Chlorides/ X topuasi " Not more than 0.5 ppm. / He Gomee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.06002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HuTtpaThl H HHTPHTEI He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cyabdarbl No turlmy should occur within not less than Complies / CooTBeTcTBYET

1 h. / B Teyenne ne MeHee 1 waca He TOLKHO
HaONIOATLCS IOMYyTHEHHE.

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

<0.6 ppm
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®OHUKAT AHAJIU3A

TESTS /TIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATSBI

Calcium and magnesium /
Kaabsmui u Maramii

Pure blue color should be observed (without a
violet hue). / onxHO HabMIOAATHCA YHCTO
cHHee okpamaBaHue (Oe3 droneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tasxeanie
METAJIBI

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

<0.00001% (<0.1ppm)

| Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0.002 %
Cyxoii ocTaTox

! Conductivity / Not more than 25 pS/cm. / 9 pS/em./
IREKTPONPOBOIHOCTD He Gomnee 25 MrCM/cM. 9 MECM/cM.

| Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3enexaembiii 00hem He MeHee HOMHHATEHOTO (HE MEHEES 2 MIT). 2 Mn

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

injections. / He 6onee 0,25 ED/Mn Boap! 114 <0.25 E3/ Mn

Bamepua.ubnble IHAOTOKCHHBI

HHBEKLHAH.

Sterility / CtepriibHocTs

Packaging / Yuakoska

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. /
[epBu4nas VIaKOBKA

[To 2 mn pacreopuTend (Boaa IMA HHBSKLUHH) B
aMmyny w3 OecuperHoro creknma, tan . Ha
BepxHeH 4YacTH aMmyAsl HAHECEHA Touka
Pa310Ma OPaHKEBOTO [BETA.

Should be sterile. / HomkHa 6]:1’1‘I:_C’I‘_E3PHJ]I>H0]‘;; B

 Sterile/ CrepuabHo.

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. /
IlepByynas VIakoBKa

IMo 2 Mn pacTROpUTENs (BOH2 HNA
WHBEKIMH) B amIysly  u3
Oecnperhoro creina, tHn [ Ha
BepxHell TacTH aMilynEl HaHeceHa
TOUKA pa3ioMa OpaH:KeBOro LBera. |

Shelf-life / Cpox roanocTn

Assessment: / 3axnaroueHue:

5 years. / 5 ner,

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

#1 on 25.04.2023 /

Cepus cooTBeTCTRYET TpeGOBAaHHAM HOpMaTHBHOTO HokyMenTa JIC-000295-160721,

Hamenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor

@9 o ENBRHRALY,

cO flag Sanayi ve Ticarel A.3
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®
BJGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIH3A

Name of Product/ :  Water for injections (solvent) /
HauMeHoBaHue npenapara Boja AnA HHBEKIAR (PACTBOPHTE/b)
Batch no./ Homep cepun o 32H7

Amount of product per batch / Pazmep 1 89417

cepHH

Date of Control / laTa ananuza ;1072023

Manufacturing date / Jara nponssoacrea  :  08/2023

Expiry date //IaTa oxoHYaHMS cpOKa : 0772028

TOAHOCTH

Water for injections (solvent) / Boga nyist Habexunii (pacTBopHTeIb)

TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS /PE3YJBTATHI
Description /Onucanune Clear, colourless liquid without odor. / Complies / CooTBeTcTBYET
INpo3paunas OecrBETHAN KHAKOCTE Oe3
3araxa.

Particulate matter / Mexansueckue BRIHYEHHS

Visible particles / | Should be absent. / J{oniHET 0TCYTCTBOBATE. | Absent / OTCYTCTBYIOT
Buoumvie vacmuyer

Sub visible particles /
Heeudumpire vacmuys

>10 pm particles / Not more than 6000 particles per ampoule; / 59
yacturl pasmMepoM = 10 MM | He donee 6000 Ha ammyny;
>25 pm particles / Not more than 600 particles per ampoule. / 7
YacTHII pasMepoM = 25 MxM | He Gonee 600 pa ammyiry.
" Acidity and alkalinity / Test sample should pass the test. / Complies / CooTeTcrByeT o
KucnoTHOCTL H HIENOYHOCTD Hcneiryemblii obpazen TomKeH BEIIEPIKHBATD
HCTIBITAHHUE.
Reducing_substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccTanasaneawiixe Hcnerryemsnii odpaselr A0KCH BRIIEPKHBATE |
BeMecTBA WCTIBITAHHE,
Carbon dioxide No turbidity should be observed within | hour. Complies / CooTBercTBYeT
Yraepona AHOKeAn / He mom#xHo OBITE TOMYTHEHHA B TEUeHHE
1 yaca.
Chlorides/ Xnopuaer | Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 pp_m)
Hutparel H HHTPHTEI He 6omee 0,00002 % (0,2 ppm).
' Sulphates /_Cy.n:cl)an,l No turbidity should occur within not less than Complies / CooTBETCTBYET

1 h. /B teuenne He meuee 1 gaca He JOKHO
HabII0AATHCA MOMYTHEHHE,

Ammonium / AMMoHuHI Not more than 0.6 ppm. / He 6onee 0.6 ppm. <0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJHN3A

TESTS / MOKA3ZATEJHU
Calcium and magnesium /
Kaabpuuii n Mmaramii

Heavy metals/ Taxennie
MeT2JLJIbI

RESULTS / PE3YJIBTAThI

I _ SPECIFICATIONS / HOPMbI

Pure blue color should be observed (without a
violet hue). / Jlomxro HabmoaaTECA YHCTO
CHHee oKpalineanie (Oe3 GpuoNeToBOT0
OTTEHKa).

Complies / CooTBeTCTRYET

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

<0.00001% (<0.1ppm)

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

| Cyxoii ocTaTok

| Conductivity / | Not more than 25 pS/cm. / 10 pS/em./
DIEKTPOUPOBOAHOCTE He 6onee 25 MxCwm/cM. 10 mxCwm/em.

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

| U3piexaemblii 06beM He Menee HoMHHATEHOTO (He MeHee 2 MIT). 2 mn
Bacterial endetoxins / Not more than 0.25 EU/mL of water for ~ <025EU/mL/
BakTepHaILHLIe JHAOTOKCHHBI | injections. / He Gonee 0,25 E3/mMn Boms! mis <0.25 E2/mMn

HHBEKLMI.

Sterility / CrepuisHocTh

Should be sterile. / JomkHa OBITE CTEPILTEHOTH.

Sterile / CreprneHo.

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. /
Ileppr1Had yiakoBka

Tlo 2 mn pacrsopurens (BOAA JUisi MHBCKIHA) B
aMyny w3 DecuperHoro crewna, tunm I. Ha
BepxHell wuacTH aMIynBl HaHeceHa TOMKA
pazloMa OpPaHKEBOro LBETA.

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. /
[lepBuyHas Y IAKOBKA

ITo 2 Mn pactBopwuTens (Boaa Ui
HHBEKUMH) B aMmyny M3
GecuperHoro crexma, tam [ Ha
BEpXHeli uyacTu aMIysibl HaHeceHa
TOUKa N83IOMA OPaEXeBOTO [IEETA.

' Shelf-life / Cpox rogHocTH

5 years. / 5 JeT.

Assessment: / 3axnodenue:

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

#1 on 25.04.2023 /

Cepus cooTBeTcTBYET TpeOOBAHUAM HOPMATHBHOTO XokyMeHTa JIC-000295-160721,

H3menenne Nel o1 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor

|
GENSBJN TA

llag Sar; ve Ticaret AS-

G@ 8057401,
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmenoBanne npenapara Boga pn1a HHbeKuEnH (PacTBOPHTED)
Batch no./ Homep cepan . 3213
Amount of product per batch / Pazmep 88421
cepHH
Date of Control / llaTa anannia 11/2023
Manufacturing date / lata npouasoacTea 09/2023
Expiry date //IaTa okoH4YaHHA CpoKa 08/2028
TOIHOCTH
Water for injections (solvent) / Bona nns mHLekuHii (pACTBOPHTENB)
TESTS / IOKA3ZATEJIHA | SPECIFICATIONS / HOPMbI RESULTS/PE3YJBTATEI |

' Clear, colourless liquid without odor. / Complies / CoorseTcTBYET
TIpozpauHan GeclBeTHA HUTKOCTE Oe3

3anaxa.

Description /Onucauue

Particulate matter / MexanH4ecKHe BKJIQUEHHH

Visible particles / | Should be absent. / JlOIDKAEI OTCYTCTBOBATE. Absent / OTCyTCTBYIOT
Budumure wacmuyu
Sub visible particles /
Hesuoumvle wacmuyi
>10 pm particles / Not more than 6000 particles per ampoule; / 38
"qacTH pasMepoM > 10 MM | He Gonee 6000 Ha aMmyiy,
>25 pm particles / Not more than 600 particles per ampoule. / |
JacTHil pasMepoM = 25 MxM | He Gonee 600 na amnymy.
Acidity and alkalinity / Test sample should pass the test. / Comﬁes / CooTBeTCTBYET
KneaordocTs 1 IeJ09HOCTE HWcnerryemenii o6pazel; oKeH BHUIEPKUBATD
HCITBITAHHE.

Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET

BoccTanassmBalommpe
BEIIECTBA

Hcnpimyemsiii o0paser] A0DKSH BHIAEPKUBATE
HCTIBITAHHE,

" Carbon dioxide
Yraepoga THOKCH

No turbidity should be observed within 1 hour. Complies / CooTBeTCTRYET

/ He pomxHO GBITH MOMYTHEHMA B TEISHHE

Chlorides/ Xaopnasi

Nitrates and Nitrites/
HuTpaTbi M HHTPHTBI

"Sulphates { CynndaTi

Ammonjum / AMMoHHii

1 gaca.
Not more than 0.5 ppm. / He Ooxee 0,5 ppm. <0.5ppm
Not more than 0.00002 % (0.2 ppm)}. / <0.00002% (<0.2 ppm)

He 6onee 0,00002 % (0,2 ppm).

No turbidity should occur within not less than Complies / CooTBeTcTByET
1 h./ B Tedenne He MeHee 1 yaca He AOMKHO

HabNOaThCA [IOMYTHEHHE.

<0.6 pp?l

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




®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

| TESTS/TIOKA3ATEJH
I Calcium and magnesium /
Kanbumii u margemii

Heavy metals/ Tsorennie
METaJJIbI

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJBTATH |

Pure blue color should be observed (without a
violet hue). / JonxHO HAGMOAATHCA THCTO
cHHee okpammBanne (6ez duoneTororo
OTTCHKA).

Complies / CooTBeTcTBYET

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

<0.00001% (<0.1ppm)

Residue after evapo;atian /
Cyxoii ocTatok

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

Conductivity /
JI1eKTPONPOBOJHOCTH

Extractable volume /
HssaexaemMbiii 00beM

Not more than 25 pS/cm. /
He Gonee 25 MeCum/cMm.

0.000 %

6 uS/em./
6 MKCM/CM.

Not less than label claim (not less than 2 ml). /
He menee HOMHHTBEHOTO (HE MEHee 2 M),

Bacterial endotoxins /
baxTepnaibHble 3HIOTOKCHHBI

Sterility / Crepuibnoctn

' Packaging / ¥ nakoBka

Shelf-life E]OK TOJHOCTH

Assessment: / 3akmoUcHHE!

Not more than 0.25 EU/mL of water for
injections. / He Gounee 0,25 EQ/Mi1 Boasr ms
HMHBEKLIHIA.

2ml/
2 M

<0.25EU/mL/
<Q.25ED/Mn

Should be sterile. / JJoyxHA OBITH CTEPHITEHOM.

Sterile / CtepuibHo.

Primary packape
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. /
ITepBHyHAs Y TAKOBKA

ITo 2 M7 pacTBOpHTENA (BOOA ANl HHBEKLMIA) B
ammyny m3 OecuperHoro crekna, tun 1. Ha
BepxHell duacTH ammyAasl HaHeceHa TOWKa
pasmoMa OpaHKeROTo IBETa.

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. /
[lepBrdHad VIIAKOBKA

ITo 2 mMa pacteopHTENd (BOoma AaA
WHBEKIMH) B aAMITYITy H3
Occupernoro crekna, tan 1. Ha
BEpXHEH YacTH aMIyNlel HaHeceHa |
TOYKE Pa3ioMa OpaHKEBOTo LBETA.

5 years. / 5 ner.

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

#1 on 25.04.2023 /

Cepus cooTBETCTIBYET TpeGOBaHHAM HOpMaTUBHOTO KokymeHTta JIC-000295-160721,

Hamenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor

!
RDGE TA
ok Safre ORI
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