CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

Name of Product/
HanmenoBadue npenapara

Batch no./ Homep cepun

Amount of produect per batch /
Pasmep cepun

Date of Control / laTa ananuza

Manufacturing date / aTa
NPOH3BOICTRA

Expiry date /IaTa okon4yanus
CPOKa rOHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, imodHAHIAT 18 NPHIOTOBJAEHHS PACTBOPA IS

HHBLEKIHi, 20 Mr
23C05431A

41.004,000

04.2023
03.2023

02.2026

TESTS / NOKA3ATEJIH

SPECIFICATIONS /f HOPMBI

RESULTS /

PE3YJBTATHI

Appearance / Onacanne

Tenoxicam by UV-
spectrophotometry / Tenokcukam

Yellow with greenish tint lyophilized powder. /
JluodHNM3HpOBAHHBIE TNOPOLIOK  JKENTOrO ¢
3€JIEHOBAThIM OTTEHKOM LIBETA. |

Identification / IToAdAHHHOCTE

Complies / CooTBeTCTBYET

Tenoxicam by HPLC /
Tenoxcuxam (BXKX)

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
yIepKHBaHMs MUKa  TEeHOKCHKaMa  Ha
XpoMaTorpamMMe HCTIBITYEMOTO pacTBOpa
TOTDKHO COOTBETCTBOBATh BPEMEHH
yIepKHBaHMS nMKa ~ TeHOKCHKaMa  Ha
XpoMaTorpaMMe CTaHAAPTHOTG pacTBopa (oM.
«PoncTeeHHEIE TIPUMECID), onpeeneHne
EMHHHYHEIX npumeceli W CyMMbl Ipumecei
(254 um)).

Complies / CooTBeTCTBYET

(Yo-

cnexmpogomomempudeckuii)

| “Assay of Tenoxicam™ test). / Y®d-crektp

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

MO0 EHHA HCTIBITYEMOTr0 pacreopa,
TIPHTOTOBICHHOTO hili ) KOIIHYECTBEHHOTO
onpenenenna, B obnactit or 230 um g0 400 HM
JojeH HWMETh MaKCHMYMBI IPH INHHAX BOJIH
257 + 2pam, 285 + 2uM U 368 £ 2EM (oM.
«KonuyecTBeHHOE ONpeaeicHHe TEHOKCHKaMay ).

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

TESTS / TIOKA3ZATEJH

SPECIFICATIONS / HOPMBI

Sodium metabisulfite /
Hampus memabucyrogum

Dissolving time / Bpemn
PACTBOPEHHA

' Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJICHHOIO PACTBOPA

"Not more than 60 seconds. / He Gomee 60

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 Sedium
metabisulfite” test. / Bpemsa yaepKHBaHRS MuKa
HaTpus MeTabucynb(HTa Ha XpPOMAaTOrpaMMe
HCIBITYEMOTO pacTBopa IOOIDKHO
COOTBETCTBOBATE BPEMEHH YASPKWBAHMA ITHKA
HaTpus MeTaOucynbgWTa Ha XpOMaTOrPaMMe
cTaHmaprHoro pacreopa (cM. «KomuvectBenHoe
onpeaeNeHHe HaTpus MeTabucyabdITan ).

RESULTS /
PE3YJbBTATHI

Complies / CooTBeTCTBYCT

CEeKyHII.

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
IOOIKEeH PAcTBOPATHCA TIOJIHOCTBIO c
OTCYTCTBMEM HEPACTBOPCHHBIX —YacTHL, 0e3
BHAMMBIX MEXaHWYECKHX BKIIOUCHuWid, PacTeOp
AOIBKEH OBITH PO3PaiHBIM.

" Solution clafityl
Ipo3payHocTb pacTBOpa

The product solution should be clear. / Pactsop |

IpenapaTa FOLKeH OBITh PO3pavHbIM.

40 sec / 40 cex

Complies / CooTBeTcTBYET

Complies / CooTBeTcTRYET

' Solution Color /
LseTHOCTEH pacTBOpa

IpH

Particulate matter / MexaHM4yeckHe BRIAMEHHA

Visible particles /
Budumere uacmuifot

Subvisible particles /
Hesudumopre yacmuysi

=10 pm particles/

Yactun pazmepom > 10 MEM

>25 um particles/

Yacruu pazMepoM = 25 MEM

The product solution should not be more
intensively colored than the reference solution
GY 1. / Crenenp OKpacky pacTBOpA OpENapara He
AOJDKHA OpeBbIIaTE 31amon GY .

Complies / CooTBeTCTBYET

7.51t010.0. /01 7,5 1o 10,0

8.9

Should be absent/ JJoikHEB! OTCYTCTBOBATE

| Not more than 6000/vial; /

He 6onee 6000 Ha daaxow;

Not more than 600/vial. /
He 6onee 600 Ha dnakoH.

Absent /OTcyTCTBYIOT

24 / vial
24 / pnakon

2 /vial
2 / (hnakoH
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIN3A

~ TESTS/IIOKA3ATEJH

Related substances / PoacTaenHbie HpUMecH

2-aminopyridine /
2-aMHHOTIMPHANH
Individual unidentified impurity /

Enonununas
HenaeHTrHIHpOBaHHAA TPHMECh

Total impurities /
CyMmMa nnprMecei

' Uniformity of dosage units /
OIHOpOIHOCTL I03HPOBAHHA

| Water /Bona

SPECIFICATIONS / HOPMBI RESULTS /
PE3YJbLTATEI
I Not more than 0.5 %; / He Gonee 0,5 %; Not  detected / He
obHapyxeHA
Not more than 0.5 %; / He 6omnee 0,5 %; Below LOQ (LOQ =
0.05%) / Hmxe npenena |
KOIHYCCTBEHHOrO
onpemenenns  ([IKO =
0.05 %)
Not more than 1.0 %. / He 6onee 1,0 %o. Below 1LOQ (LOQ =
0.05%) / Hmxe npemena
KOMHYCCTRCHHOTO
onpenenenua  ([IKO =
| 0.05 %)
The Acceptance value {(AV) should be not more AV=3.7 (n=10)
than 15.0. / Iloxazavens npuemiemoctd (AV)
JOKeH OBTE He Gonee 15,0.
Not more than 3.0 %. / He 6onee 3,0 %. 0%

Bacterial endotoxins /
BaxkTepHAJbHBIE SHAOTOKCHHBI

Sterility /Crepuannocth

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 E9/Mr TeHOKCHKaMa.

<0128 EU/mg /
<0.128 E3/ mMr

| Should be sterile. / Jom:xkeH 6bITh CTEPHIBEHEIM.

Sterile / Ctepunen

Assay / KonudecTBeHHOE onpenesieHHe

Tenoxicam / Tenoxkcukam

90.0% to 110.0% of CiaHi1N3048; (tenoxicam)
of label claim. / Ot 90,0% no 110,0%
| C5HN30O4S; (TeHOKCHKaM) OT HOMHHAIBHOTO
cofepxKanys.

Sodium metabisulfite /
Hampus memabucynshum

85.0% to 110.0% of Sodium metabisulfite of the

label claim. / Ot 850% pme 110,0 % natpus
merabucynedura oT HOMMHATIEHCIO
COTEPKAHUA.

96.4 %

101.7 %

3/5



CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

| TESTS / TOKA3ATEJH

| Package / YnaxoBka

 Shelf-life/ Cpoxk roonocTa

| TESTS / NTOKA3ZATEJNA
Kit package / Ynakoeka
KOMILIEKTA

' Labeling/ MapxupoBka

SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATEI
Primary package 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. /
[MepBuiHAs vIAKOBKE

IMo 20 mMr TeHoKcHKaMa BO (IaKoH M3

OecuBeTHOTO crekna THII I,
YKYTTOPEHHBIIH npoOKoi u3
OpoMGyTinoso#t  pe3nHel,  ofwkaroH

ANKOMHHHEBBIM KOMIMAYKOM € KOHTPOJIEM
MEPBOTC  BCKPBITHA H  [UIACTHKOBBIM

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. /
TleppyaHas vIaKOBKE

Tlo 20 MT TeHOKCHKaMa BO (UIAKOH M3

GecupeTHOTC cTeKna THT L
YKYIOpPEHHBIHA npodkoii 3
OpoMOYTHIOROH  pe3uHEl,  oDaToH

AMOMHHMEBRIM KONIIA4YKOM ¢ KOHTPOJIEM
IePBOr¢ BCKPBITHA W IUTACTHKOBLIM

IVCKOM HOBEpX ANFOMUHHIEBOTO | AHCKOM TIOBEPX AMOMUHAUEBOTO
| KONTaYKa. | xonmadka. _
| 3 years./3 ropa.

KIT / KOMILIEKT
SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATDI 1

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. /

BropuuHas yIIaKoBKa

-~

[Io 3 daakoHa ¢ npemapatoM H 3
aMmITynel ¢ PACTBODUTENEM TIOMEILAT B
KacCeTy M3 NONUBUHHIIXIOPHIA.

1 kacceTy BMeccTe c MHCTpyKUHeH Io
{IPUMEHeHHI0 TNOMEWNAIOT B TAUKY

KapTOHHYO.

¢ HOpPMAaTHBHOH TOKYMeHTaLHel.

According to the ND. / B cooTBeTcTBUM '

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. /

BropryHas ymmakoBKa

[To 3 duakoHa ¢ mnpenapatoM H 3
aMITyJIEl ¢ PAcCTBOPHTENEM TOMEILAKT B
KacceTy M3 IONHBHHWILXIOPHAZ, |
K4CcceTy BMECTE C HHCTPYKUMEH Mo
NIPHMEHEHHIO [IOMEIIAT B MMauKy

KapTOHHYFO.

Complies as prescribed / CooTpeTcTBYET '

TpebOBAHNUAM
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

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

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

Ilng ynakopk# no 3 (hIaKoHa ¢ npenapaToM H 3 aMIoyibl ¢ PACTRODUTECM B
Kaccere:

B opuraAaneHoH ynakoBke (§IakoHbl ¢ NPENApaToM H aMITylbl ¢ PACTBOPHTEIEM B
mayke)} IIpK TeMnepatype He Bemme 25 °C.

| Kit shelf life / ' 3 years. The kit shelf-life is determined by the shelf-life of the medical product for |
Cpoxk roanocTn komiiekra | human use. / 3 rona. Cpok roaHoCTn KOMIUIEKTA OTPEENIseTCs CPOKOM FOJHOCTH
JIEKAPCTREHHOTO TPenapaTa A1l MeAULIHMHCKOTO JIPUMEHEHHS.

Assessment: / 3akmouenue: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cOOTBETCTRYET TPeGOBaHIAM HOPMATHBHOTO JIokymenTa JIC-000295-

160721.
API name (INN) / panmenoBanne A®@C (MHH): | Tenoxicam / TeHokcHKaM
API manufacturer batch number / 92043421
 Homep cepuu npoussoanteas ADC: |
FP Manufacturer API Batch number / 22105967
Homep cepuu cyGeranuuu nponssoantensa I'JID:
API Manufactured by & country / Edmond Pharma S.r.L., Haly /
Ipouzsoautenn ADC, crpana: Onmonn Papma, C.p.J1., Utanus

ALY
i A

."//

26 (ou |2022
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®
GLGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product/
HanmeHoBaHMe npenapaTa

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepHH

Date of Control / {aTa anaauza

Manufacturing date / AaTa npou3soacTsa

Expiry date //IaTa okoHYaHHS CpoKa

roamocTH

Water for injections (solvent) /

Boga ans mAbeKIUi (pacTEOPUTEIb)

22H17
91202

1072022
08/2022
07/2027

Water for injections (solvent) / Boga nis unsernnii (pacTBopHTeIb)

TESTS / IIOKA3ZATEJIHA

' SPECIFICATHONS / HOPMbI

RESULTS / PEIYJABTATBI

Description /Onucanne

Visible particles /
Buoumvie vacmuyer

Particulate matter / MexannuecKHe BKAYMEHHS]

Clear, colourless liquid without odor. /
TIpospaunas OecuBeTHAA XUAKOCTE De3
3anaxa.

Complies / CooTseTcTBYET

| Should be absent. / JTomkHs! OTCYTCTEBOBATE.

Sub visible particles /
Hesuoumvie vacmuynt

>10 pm particles /
YyacTHI pasMepoM = 10 MM

>25 pm particles /
YACTHIL PA3MEPOM = 25 MEM

Acidity and alkalinity /
KucnornoeTs H MeJ0HHOCTh

Reducing substances /
BoceTranasaHBaoHe
BelllecTBa

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

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

Absent / OTCYTCTBYIOT

Test sample should pass the test. /
HenbiTyembiil 00pazer: NomkeH BRIACPKHBATE
WCITBITAHHE.

Complies / CooTBeTcTBYET

Test sample should pass the test. /
Hcnpimyemsrit obpasen foIrkeH BEIACPKHBATE
MCOBITAHUE.

Carbon dioxide
¥Yraepoaa AMoKcHA

/ He momxHO OBITH NOMYTHEHHA B TEUEHHE
1 yaca.

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

Complies / Coomercrgye'r

Chlorides/ Xnopuany

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

Nitrates and Nitrites/
Hurparel B HHTPHTDB]

Sulphates / Cyabdatel

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

<0.5 ppm

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee 1 yaca He JOIKHO
HabIoaaTheA NOMYTHEHHUE,

<0.00002% (<0.2 ppm)

Complies / CooTreTcTBYET
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®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

TESTS /NNIOKA3ATE.IH

SPECIFICATIONS / HOPMBEI

Ammonium / AMMonHii

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

RESULTS / PE3YJBTATHI
<0.6 ppm

Calcium and magnesium /
Kaablmii H MarHii

Pure blue color should be observed (without a
violet hue). / Hoaxso Habnooarscs YACTO
cHHee okpaluBaHue {0e3 QroneToBoro
OTTEHKa).

Heavy metals/ Tuxensie
| MeTawIBI

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

Complies / CooTBeTcTBYET

<0.00001 % (<0.1 ppm)

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

| Cyxoii ocTaTex

i Conductivity / Not more than 25 uS/cm. / 9 uS/em./
IAEKTPONPOBOTHOCTD He Sonee 25 mxCwu/cM. 9 MECM/CM.

| Extractable volume / Not less than label claim (not less than 2 ml). / | 2ml/
H3Bnexaemblii 06beM He Menee noMuHaNLHOTO (HE MeHee 2 MIT). 2 Mn
Bacterial endotoxins / Not more than 0,25 EU/mL of water for <0.25EU/mL/
BakTepuaibHbie SHIOTOKCHHABI | injections. / He Gonee 0,25 E3/ma Boap! ana <025 E3/ma

HHBEKLHH.

_Sterility / CTepHALHOCTE

Should be sterile. / JJomxHa OBITE CTEPHIBHOIL.

Sterile / CrepunsHo.

"Packaging / ¥nakosxa

Shelf-life / Cpox ronnoctn

Assessment: / 3axmrovueHHe:

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. /
Ileppuunag ¥ akOBKA

[To 2 Ma pacrBOpHTENA (ROJA ANA HHLCKIHI) B
amIrymy mw3 OecuserHoro crexna, tun 1. Ha
BCPXHCH WacTH aMmiyldbl HaHeceHa ToOYKa
Da3/10Ma OPAHKEBOTO [BETA,

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
TlepBuubas YnaKoBKa

Tlo 2 Mn pactBopuTens (Boma ans
WHBEKIMH} B aMIyly — H3
fecnpeTHoro crexiya, THn 1. Ha
BepxHeH YacTH aMIynbl HaHeceHa
TOYKA [1a3NoMa OpaHMKEBOIC LBETE.

s years. / 5 ner.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHHAM HOpMaTHRHOTO AokymMeHTa JIC-000295-160721,

Ali Ethemoglu
Quality Control fupervisor

,.l.

S

2
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ilag Sanayi ve Ticaret A.S
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X
O GENENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

RESULTS / PE3YABTATBI

Name of Product/ Water for injections (solvent) /
HanmenoBaHue npenapara Boja ana HHbeKIHH (PacTBOPHTEIb)
Batch no./ Homep cepuu 2218
Amount of product per batch / Pazmep 90968
CepHH
Date of Contrel / TaTa ananusa 12/2022
Manufacturing date / lata nponseoacTea (92022
Expiry date /IaTa oKoHYaHHA CpoKa : 0872027
rOJHOCTH
Water for injections (solvent) / Boga pas aAbexumii (pacTBopHTeNb)
TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBI

Description /Onucanne

Clear, colourless liquid without odor. /
[Mpospadmas GecuBeTHas KHIKOCTE 03
3amaxa.

Complies / CooTBeTCTBYET

Particulate matter / MexaHH4ecKHe BKJINOYeHAA

Visible particles /
Buoumvie yacmuybl

Sub visible particles /
Heaudumvie vacmuysl

>10 pm particles /
ugacTHL, pasMepoM = 10 MEM

>25 um particles /
YACTHIL pazMepomM > 25 Mkm

| Acidity and alkalinity /
KucjoTHOCTL H HICTIOYHOCTL

Should be absent. / JIoNXHBI OTCYTCTBOBATE.

Not more than 6000 particles per ampoule; /

I He 6omee 6000 Ha ammyy;

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

Absent / OtcyTcTBYIOT

36

Test sample should pass the test. /
HcnprryeMeiii 00pasen JOMKCH BBIICPXKUBAThL
HCTIBIT2HKE.

Complies / CooTReTcTBYET

[ Reducing substances /
Boccrapasiusawumne
BeulecTBA

Carbon dioxide
Yraepoaa AHOKCHI

" Chlorides/ Xnopuasl
Nitrates and Nitrites/

Hutparsl H HHTPHTHL

Sulphates / Cyandartnl

Test sample should pass the test. /
HenbityeMerit 06pazen JoNKeH BEIepKHBATE
HCTIBITAHYE.

| No turbidity should be observed within 1 hour.

/ He gomxHO OBITH IOMYTHEHHA B TEYECHHE
1 yaca.

Complies / CooTBeTcTBYET

Complies / CooTBercTByET

Not more than O.S_ppm. / He 6osnee 0,5 ppm.

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

He Gomee 0,00002 % (0,2 ppm).

| No turbidity should occur within not less than

1 h. / B teuenue He MeHee 1 gaca He JOIKHO
HabMOMATECH TOMYTHCHHE.

<0.5 ppm

<0.00002% (<0.2 ppm)

Complies / CooTeeTcTRYET
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®
CRGENSENTI

CERTIFICATE OF ANALYSIS/ CEPTU®OHUKAT AHAJIN3A

TESTS / IOKAZATEJIHA
| Ammonium / AMMoBRI

| Calcium and magnesium /
Kaawunii ¥ Marunii

Heavy metals/ Taxenbie
MeTaJIbI

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJIBTATHI

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

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / Jomkuo HaOMOaTHCH MHCTO
cHHee okpamiHeanue (6e3 guonerosoro
OTTCHKA),

Complies / CooTperciBYET

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

Residue after evaporation /
Cyxoii ocraTox

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

" Conductivity /
2J1eKTPONPOBOIHOCTh

Extractable volume /
H3snexaeMblii 00beM

Not more than 25 uS/cm. /
He Gonee 25 MrCm/cMm.

<0.00001 % (<0.1 ppm)

0.000 %

6 uS/cm./
6 MKkCM/cM.

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHABLHOTO (He MeHee 2 MIT).

Bacterial endotoxins /
BakTepHanLHbIe YHAOTOKCHHEI

Sterility / CtepniabHOCTE

i Packaging / ¥Ynaxopka

Shelf-life / Cpoxk rogrocTi

Assessment: / 3aknoueHHe:

Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 ED/Mn Boaw! ana
HULEKITHI,

2ml/
2 MI

<0.25EU/mL/
<025 E2/ mn

Should be sterile. / Jlomaua 6b1Te cTepHIBHOM.

Sterile / CrepunesHo.

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. /
IlepBuyHas yakoBKa

ITo 2 M pacTeOpHTEN:A (BOJA [ UHBEKLIMI) B
ammyny w3 OecuseTHoro crekna, tan 1. Ha
BEPXHEH HYacTM aMmyJel HAHECEHA TOYKa
‘ paznoMa OpaHKeBOTo LIBETa.

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. /
HepBuyHas yIAKOBKA
Ilo 2 Mn pacteopHTens (BOoJa ANA
MHBEKLHI) B aMmyly M3
| 6ecusernoro crekna, tan I Ha
BepXHel YacTH aMIy/lbl HaHeceHa
TOYKA [A3JIOMa OPaHXKEBOTO [BETA.

| years. / 5 IeT.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTRBYeT TpeOoBaH#sAM HopMaTuBHOro gokyMenta JIC-000295-160721,

Ali Ethemoglu

Quality Control?upervisor

Do

na A {@@%}QA $
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BGeNseNT

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HanmenopaHue npenapara Bojaa gna HHBeKOHH (PAaCTBOPHTEIb)
Batch no./ Homep cepun 2211
Amount of product per batch / Paamep 90326
CEpHH
Date of Contrel / JaTa anaianza 02/2023
Manufacturing date / Mara nponssoactsa :  12/2022
Expiry date /JJaTa okoHYaHUS CPOKA 1 1172027
TOAHOCTH
Water for injections (solvent) / Bojaa pist BHbeKHIM# (pPacTBOPHTEE)
TESTS / TOKA3ATEJH | SPECIFICATIONS /f HOPMBI

Description /Onucanue

RESULTS /PE3YJILTATHI

Clear, colourless liquid without odor, /
Ipospagnas GeclBeTHAsd JKHIKOCTE D3
3amaxa.

Complies / CooTBeTcTBYET

| Visible parficles /
Buoumere yacmuybt

Sub visible particles /
Heeudumsre yacmuye:

=10 um particles /
qacThil pazMepoM = 10 Mkm

=25 pum particles /
YACTHL, PA3MEPOM > 25 MEM

Acidity and alkalinity /
KHea0THOCTE H IER0YHOCTD

Particulate matter / MexanuyeckHe BKJIIOTeHHS

Should be absent. / JIom:KHE 0TCYTCTBOBATS.

Not more than 6000 particles per ampoule; /
He 6onee 6000 na ammyny;

Not more than 600 particles per ampoule. /
He Oonee 600 Ha aMmyTy.

Absent / OTCyTCTBYIOT

40

Test sample should pass the test. /
HcnermyeMplii 00pasenl JOMKCH BEICPKHUBATE
HCITBITaHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccTanaB/mBaloniye
BelllecTBa

Test sample should pass the test. /
| Mlcnbiryemeiii o6pasel IOKEeH BbIIEPKHBATD
HCTIBITAHHE.

Carbon dioxide
Yraepoaa JHOKCH]

Ch]oridesfﬁ)pmbl

Nitrates and Nitrites/

HuTtpaTtsl H HHTPHTBI

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

No turbidity should be observed within 1 hour.

/ He poynxso BBITH IOMYTHEHUA B TEYEHHE
1 waca.

Complies / CooTeercTBYET

Complies / CooTBeTcTBYET

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

<0.5 ppm

He Gomnee 0,00002 % (0,2 ppm).

' Sl.llpl‘lateS/_CyJ'lb(l)aTbl

| No turbidity should occur within not less than
1 h. / B Teuenne e Menee 1 9aca He JOIDKHO
HaOJIHOATECS TTIOMYTHEHUE.

<0.00002% (<02 ppm)

Complies / CootsercTByer
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AGENSENTH

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TOKA3ATEJIH

~ SPECIFICATIONS / HOPMBI

| Ammonium / AMMoOHHH

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

| Caleium and magnesium /
Kannunii u marnnii

| Pure blue color should be observed (without a
violet hue). / TomxHo Habm0aaThCA YHCTO
cAHee okpamuBanue (6¢3 proncToBOTO
OTTEHKA).

Heavy metals/ Tsoxensie
METAIBI

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

| RESULTS/PE3YJBTATHI
<0.6 ppm

Complies / CooTercTBYET

<(.00001 % (<0.1 ppm)

Residue after evaporation /
Cyxoii octaTok

Conduectivity /
JAeKTPONPOBOIHOCTL

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

0.000 %

Not more than 25 pS/cm, /
He Gomee 25 MxCwm/cm.

Extractable volume /
HzBaekaemblii 06LeM

Bacterial endotoxins /
BakTepHAIbHBIC PHI0TOKCHHE]

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANBEHOTO (He MeHee 2 MII).

7 uS/em./
7 MrCm/cm,

2ml/
2 Mn

Not more than 0.25 EU/mL of water for
injections. / He Gomnee 0,25 ES/Mn Bonet jis
HHBLEKITHE.

<0.25EU/mL/
<0.25E3/mMn

Sterility / CrepribHOCTD

Should be sterile. / JomkHa OBITE CTEPIILHOH.

Sterile / CrepuneHo.

Packaging / Ynaxosxa

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. /
IlepBuyHas v MakoBKa

Mo 2 mn pacTBopyTEHA (BO/A AT HHECKIHIT) B
ammyny w3 OecusersHoro crekna, tan I. Ha
BepxHeil YacTH aMIynsl HaHeceHa TodKa
PA3IOMA OPAHIKEBOTO 1BETA.

Primarv package

2 mL of the solvent (water for
injections) in a colorless pglass
ampule type | with an orange one-
point-cut at the top of the ampule. /
IepBuuHas ¥ IaKOBKA

[To 2 Mn pactROpHTENS (BONA ISt
HHBEKIMH) B aMITyay u3
Becupernoro creka, THn I, Ha
BepxHeil yacTH aMInylibl HAHECCHA
TOYKA Pa3ioMa OpaHiKEBOTO [BETA. |

" Shelf-life / Cpox roHOCTH

i 5 years. / 5 mer.

Assessment: / 3axroyeHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cOOTBeTCTBYeT TpeboBaHHAM HOpMATHRHOTO fokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Contr? Supervisor

%%bgivs@m&
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