CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/
HauMeHoBaHHe NpenapaTa

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / laTa ananma

Manufacturing date / laTa
NPOH3BOACTBA

Expiry date /JaTa oxoH4YaHHAA
CPOKA TOTHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE®, anoduiansar 15 IPHIOTOBJICHHNA PACTBOPA K51

HHBEKIHI, 20 Mr
24D00121A

40.363,000

03.2024
04.2024

03.2027

TESTS  DOKA3ATEJIN

Appearance / Onucansne

SPECIFICATIONS / HOPMbBI

RESULTS /
PE3VJIBTATHI

| Yetlow with greenish tint Iyophilized powder. /
JuodWIH3HPOBAaHHEN] TIOPOIIOK  KENTOTO  C
3ENEHOBATHIM OTTEHKOM [[BETA.

Complies / CooTBeTCTBYET

Identification / ITogaAHHOCTL

. Tenoxicam by HPLC /
Tenoxcurxam (BXKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcurxam
(Y-
crhexmpoghomomempuuecruil)

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)). / Bpema
VIePKABaHHS MHKa  TEHOKCHKAMA Ha
XPOMATOTPAMME HCIBITYEMOTO pacTBopa
OOIDKHO COOTBETCTBOBATH BPEMEHH
YIepKHBAHHSA MHKa  TEHOKCHKAMA Ha
XPOMATOTPAMME  CTAHJAPTHOTO PacTBOpa (CM.
«PomcTBeHnble NPUMECHY, ONPENCHEHHE
eAHHAYHBIX TNpEMece W CyMMbL NpHMecei
(254 HMm]),

Complies / CooTBeTcTBYET

uv absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm

257 £ 2 nm, 285 = 2 nm and 368 £+ 2 nm (see
“Assay of Tenoxicam” test). / Vd-cmextp
IOCIOILEHHS HCTIBITYEMOTO pacTBopa,
MPHTOTORNIEKHOTO s KOJIHYECTREHHOTO
onpeacAcHan, B obaacti or 230 kM mo 400 HM
IOJDKEH HMETb MaKCHMYMBI TIPH IUTHHAX BOJH
257 = 2uM, 285 £ 2HM B 368 £ 2HM (oM.
«KONHYECTREHHOES ONPEAETicHHE TEHOKCUKAMAY ).

to 400 nm should have maxima at wavelengths of |

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIA3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBI

Sodium metabisulfite /
Hampus memabucyaoum

Dissolving time / Bpems
pacTeepeHHs

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. / Bpema yaepkupanus nukKa
HaTpua MetaducynbGHTa Ha XpoMaTorpaMMe
HCTIRITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATH BPEMEHH YIESPKMBAHMS IHKA
HaTpus MeTabucynb(iTa HA XpOoMAaTOTpamMme
CraHfaprHore pacreopa (oM. «KommuectBeHHOE
ollpefielieHHe HaTpuA MeTabucynbduTar).

RESULTS/
PE3VJIBTATHI

Complies / CooTBeTCIBYET

Not more than 60 seconds. / He Gomee 60
CEKYHIL

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOIO pacTBopa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Hpemapar
IIOJDKEH PACTBOPATHCH TIONTHOCTBED c
OTCYTCTBHEM HEPacTBOPEHHBIX HacTHl, Oe3
BHAMMBIX MEXaHMYeckWX Bkmouenwii. Pacteop
IOTMKeH OBITh MPO3PayHbIM.

25sec/ 25 cex

Complies / CooTeercrByer

"Solution clarity /
M pospa4uHoCTL pacTBopa

Solution Color /
IipeTHOCTL pacTBOpa

pH

Visible particles /
Buoumere uacmujet

Subvisible particles /
Hesudwmbre yacmiiyo:

>10 pm particles/

Yactuu pazmepoM > 10 Mxm

>25 um particles/

Yacruil pasMepoM = 25 MEM

The product solution should be clear. / Pactop
npenapara joskeH ObITh TPO3PATHEM.

Complies / CootBeTcTBYET

The product solution should not be more
intensively colored than the reference solution
GY . / CTeneHs okpackyl pacTBopa NpenapaTa He
JOIKHA TIPpeBBuaTs 3TanoH GY 1.

Compties / CooTBeTcrByeT

| 7.5t010.0. /071 7,5 10 10,0.

Particulate matter / MexanHieckHe BKANYEHHS

| Should be absent/ JI0/KHE OTCYTCTBOBATE

| He Gonee 6000 na dnakon;

| Not more than 600/vial. /

Not more than 6000/vial; /

He 6onee 600 Ha dnaxoH.

9.1

Absent /OTcyTeTBYIOT

81 / vial
81 / dmaxown

1/ viat
1/ naxon
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CERTIFICATE OF ANALYSIS / CEPTH®OUKAT AHAJIN3A

TESTS / TIOKA3ATEJIH

Related substances / PoacTEeHHBIC IPHMECH

2-aminopyridine /
2-aMHHOTIMPHUINH

Individual unidentified impurity /

Enupunasn

HeHAeHTH(HLHPOBAHHAA TPHMECE

Total impurities /
Cymma npumecei

Uniformity of dosage units /
O/ HOpoAHOCTL AO3HPOBAHNA

SPECIFICATIONS / HOPMBI

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

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

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

‘The Acceptance value (AV) should be not more
than 15.0. / Ilokazarens npueMiemoctd (AV)
momkeH OBITH He Gomnee 15,0.

RESULTS/
PE3YJBTATHI
Not detected / He |

ofGHapyxeHa
Not  detected / He
obHapyxeHa
Not detected /" He
obHapyKeHa

AV=11 (n=10)

Water /Boaa

Bacterial endotoxins /

Ealcrepna.nbnme IHAOTOKCHHDI

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

Not more than 1 EU/mg of tenoxicam. /
He bomnee 1 ED/Mr TeHOKCHKaMa,

Sterility /CTepHabHOCTE

Should be sterile. / JlomkeH GbITh CTEPHIBHEIM.

09 %

<0.128 EU/mg /
<0.128 B3/ mr

Sterile / Crepunen

Assay / KoantiecTBeHHOE onNpeac/icHHE

Ternoxicam / Tenoxcurxam

50.0% to 110.0% of Ci3H;1N304S; (fenoxicam)
of label claim. / Ot 90,0% mo 110,0%

99.1 %
Ci3H1iN3048; (TeHOKCHKaM) OT HOMMHAIBHOTO
CONEPKaHIL.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampusa memabucyappum label claim. / Ot 85,0 % mo 110,0 % narpus 96.2 %

MeTabucynnduTa oT HOMHHAIBHOTO

COOCpPKannd.
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

_ TESTS / TIOKA3ATEJIA
Package / ¥nakoBka

i SPECIFICATIONS /f HOPMBI

RESULTS / PE3YJIbTATH

| 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. /
IlepBHyHas | IAKOBKA

Io 20 Mr TeHokcHkaMa BO (IAKOH M3

OeciBeTHOTO CcTeKIa THIL 1,
VKYTIOpEHHBIH npoBxoii 3
OpoMOyTIIIOBOHE  pe3unbl,  o0karofi

ANIOMHHHEBBIM KOJIIAYKOM ¢ KOHTPOJIEM
NEPBOTC BCKPLITHA H IUTACTHKOBBIM

Primary package
20 mg of the tenoxicam in a colorless

glass vial type 1 stoppered with a
bromobuty! rubber stopper, crimped
with sluminum flip-off seal with a
plastic disk over an aluminum cap. /
IMeppHTIHAS % DaKOBKA

Ilo 20 Mr TeHOKCHKaMa BO (IaKOH H3

OecupeTHOTO CTEKIIA THII I,
YKYNOPEHHBIH nipobkoit 3
OpoMOYTWIOBOH  pe3uHbl,  obwkaroif

AIIOMHHHEBEIM KONNA4YKOM ¢ KOHTPOIEM
IIEPBOI'0  BCKPBITHA H TACTHKOBHIM

JHCKOM NOBEPX AIOMHHHEBOTO | JIHCKOM MOBEPX aJIIOMHIHHEBOTO
_ KOJIagKa. KONIOAYKa.
Shelf-life/ Cpokx roanocta 3 years. / 3 rona.
KIT / KOMILIEKT
TESTS / TIOKA3ZATEJH SPECIFICATIONS / HOPMbI RESULTS /PE3YJABTATEI

Kit package / ¥Ynakoska
KOMILJIEKTa

' Labeling/ Mapkuposka

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette.

1 casseftc with the patient information
leaflet in a carton pack. /

BropiuHas vITakoBKa

Ilo 3 d¢naxoHa ¢ npemapatoM u 3
aAMITYNIBl ¢ PacTBOPUTENEM IOMEINAIOT B
KACCeTy W3 TONHBHHIUTXIIOPHIIA.

1 kaccery BMecTe ¢ HHCTpyKmuciH 1o
MPUMEHESHHIC MOMEINAIOT B MayKy

KAPTOHHYH).

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 ynakoeka

Ilo 3 dmnakona ¢ npemaparoM u 3
AMITYJIBI ¢ PACTBOPHTEICM TTOMEINAIOT B
KacceTy W3 TONMBHHWIXIOpHZA. |
Kaccery BMECTE ¢ HHCTPYKIMeR 1o
NMPUMEHEHHID TIOMEINAT B TIaYKy

KapTOHHYIO.

According to the ND. / B cooTBeTcTBIH
¢ HOPMATUBHOH JOKYMEHTALIMAEH.

Complies as prescribed / CooTBeTcTBYeT
TpeboBaHMIM
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CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJTN3A

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

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

Jna ynaxkoeky no 3 duiakoHa ¢ mpenaparomM 1 3 aMIryiibl ¢ PACTBOPHTENEM B
Kaccere:

B opuraHansHoi ynakoBke ((pRakoHEI ¢ TPENApaToM ¥ aMITYJTBl ¢ PACTBOPUTEIEM B
nmayke) pH TeMImepaType He Boie 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox ronaocTn kKommaexra | human use. / 3 roga. Cpok rogHOCTH KOMILTEKTA OIPENEIIeTC] CPOKOM TOTHOCTH
JIEKAPCTBEHHOTO MPEHAPATA I MEIHITMHCKOTO IPHMCHCHNA,

Assessment: / 3axnrouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepud cooTeeTcTRYET TpebOBAHIAM HOpMaTHBHOTO HoKyMeHTa JIC-000295-
160721, MUsmencure Nel ot 25.04.2023.

API name (INN) / nanmenobanne A®C (MHH): Tenoxicam / TeHoKcHkaM 7
API manufacturer batch number / 92035723
 Homep cepun nponssoautens ADC: |
FP Manufacturer API Batch number / 23111680
Homep cepuu cyGeTanuun npousBogurens LJIM: |

' API Manufactured by & country / ' Edmond Pharma S.r.L., Italy /
IIponszsoanrtent APC, cTpana; 2nomonn Dapma, C.pJL, Hranus

Quality Control Supervisor

’E.mw Kom\cﬂ o

/‘C:hl 1&6‘1\5@&7—%

‘X\G
63(\3\5
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EGeNsENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

Name of Product/
HanmeHoBaHHe mpenapata

Batch no./ Homep cepin

Amount of product per batch / Pasmep

CepHH

Date of Control / Jata ananm3a

Manufacturing date / Jara npoussoacrea

Expiry date /laTa okOHYaHHH ¢cpoKa

TOJHOCTH

| TESTS/TIOKA3ATEJIH
Description /Onncanne

Water for injections (solvent) /

Boza 1A HHBEKIHIH (PACTBOPHTEIB)

32H3
89390

10/2023
082023
07/2028

Water for injections (solvent) / Boga anst HHbeKumii (pacTBopuTens)

_ SPECIFICATIONS / HOPMBI (1L
| Clear, colourless liquid without odor. /

ITpo3paunas GecnBeTHAS MUOKOCTE (3

3amaxa.

_RESULTS /PE3VJbTATBHl |

Complies / CooTBeTCTBYET

Particulate matter / Mexanndeckne BEAIOYMEHHS

~ Visible particles /
Buoumere yacmuyel

Sub visible particles /
Hegudumpre yacmuypl

>10 pm particles /
YACTHII pazMepom = 10 MKM

>25 pm particles /
YacTHI[ pasMepoM > 25 MKEM

" Acidity and alkalinity /
KHCIOTHOCTD H IIEI0YHOCTD

Should be absent. / JIoIkHEI OTCYTCTBOBATE.

Absent / OTCyTCTIBYIOT

Not more than 6000 particles per ampoule; /
He 6omee 6000 Ha amnyay;

Not more than 600 particles per ampoule, /
He bonee 600 na ammyty.

51

Test sample should pass the test. /
HeneItyeMstii o0pasen DoKeH BRIAEPKHBATE
HCTIBITAHHE,

Reducing substances /
Boceranasiueawmme
BelllecTBA

Complies / CooTsercTRyeT

Test sample should pass the test. /
Hcneityemsni o6pazer noimKkeH BELIED/KUBATE
HCTIETTAHHE,

Carbon dioxide
Yraepona AnokcHa

Chlorides/ Xaopuani

No turbidity should be observed within 1 hour. i

/ He momKHo GBITh TOMYTHEHUS B TCUESHHE
1 gaca.

Complies / CooTBeTcTBYeT

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

| Nitrates and Nitrites/

HurpaTe! 1 HHTPHTBI

Sulphates / Cyandars

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

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

No turbidity should oceur within not less than

1 h. / B Teuenue He mMeree 1 yaca He NOIKHO
HalMoaaTECs MOMYTHEHME,

Ammonium / AMMonHii

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

<0.00002% (<0.2 ppm)

Complies / CooTBercTByeT

<0.5ppm

Complies / CootaeTcTBYCT

<0.6 ppm
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eeNseN

CERTIFICATE OF ANALYSIS / CEPTU®OHUKAT AHAJIN3A

TESTS / HOKA3ATEJIU

SPECIFICATIONS / HOPMEI RESULTS / PESYJIBTATHI

Calcium and magnesium /
Kansumi ¥ Marumii

Pure blue color should be observed (without a
violet hue). / JJomkA0 HAGNOMATHCA HACTO
cHHee okpalunBanne (0e3 duioneToBoro
OTTEHKa).

Complies / CooTBercTBYCT

Sterility / CTepiibHocTh

Packaging / YnakoBka

Shelf-life / Cpox rogHocTH

Assessment: / 3axmodeHue;

I. 5 years. / 5 mer.

Heavy metals/ Tsxeante Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.1ppm)
MeTAJNABI He Gonee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%, 0.000 %
Cyxoii ocTaTok
1 Conductivity / Not more than 25 pS/em, / 5 pS/em./
DIeKTPONPOBOAHOCTD He Honee 25 mxCwm/cm. 5 MmxCm/om.
Extractable volume / Not less than label claim (not less than 2 ml). / - 2ml/
H3Baexaembtii o0bem He meHee HoMuBanmsHOrO (HEe MeHee 2 MI). 2 Mn
‘Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025BU/mL/
BaxrepHaJbHBIE 3HTIOTOKCHHBLI | injections. / He Gonee 0,25 ED/M Boael mis <0.25E3/mn

HHBCKIHH.

Should be sterile. / Tomkra 65T CTEPHIBHOIA.

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. /
Tlepernad ymakoBka

ITo 2 mn pacTsopuTens (BOAA IV HHHEKLHH) B
ammyny @3 OecuserHoro crewia, THm [ Ha
BepxHeH 4YacTH aMIyNbl HAHCCCHA TOYKA
pazIoMa OpaHKEBOTO 1[BETA.

Sterile / CrepHaBHO.

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. /
IlepBrdHad \MakoBKa

Ilo 2 Mn pacteopuTena (Boma s
' HHBEKIAH ) B aMmITyIy H3
OeciigetHoTO crekma, Tan 1. Ha
BepxHell YacTH aMImyJIEl HaHeCceHa
TOYKA Pas/ioMa OPAHKEROTO BETA.

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

CepHa ¢cooTBeTCTBYET TPeOOBaHMAM HOPMATHBHOIO AokyMeHTa JIC-000295-160721,
Wzmenenue Nel ot 25.04.2023,

Ali Ethemoglu
Quality L,:“TK rol Supervisor

CRGENSENTA

ilag Sadd€2 T
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EGENsENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
Haumenosanwe npenapara Boaa pna MHbeKIuH (pacTBOPUTENE)
Batch no./ Homep cepun 32H4

Amount of product per batch / Pasmep : 88438

CepHH

Date of Control / TaTa ananm3a 10/2023

Manufacturing date / lata npon3eogcTea 08/2023

Expiry date /JaTa okoHYaHHS cpoKa 07/2028

rOIHOCTH

Water for injections (solvent) / Bona aast aubexnuii (pacTeopuren)

TESTS / TOKA3ATEJIHA

| SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbBTATHI

Description /Onucanne

Clear, colouriess liquid without odor. /
Ipo3padnas GecnBeTHas KHAKOCTE O3
3amnaxa.

Particulate matter / MexannueckHe BKIIOYCHHSA

Visible particles /
Budunwie wacmuyut

Should be absent. / JIomx#b: OTCYTCTBOBATS.

Complies / CooreeTcTBYET

Absent / QreyTeTBYHOT

Sub visible particles /
Hegudumeie wacmuyr

>10 pm particles /

=25 um particles /

yacTur, pasMepoM = 10 MM

YACTHI] PA3MepoM = 25 MKM

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

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

49

 Acidity and alkalinity /
KHCI0THOCTE H eJOYHOCTE

Reducing substances /
BoceranapanBaloline
BELIECTBA

Carbon dioxide
Vriepona nuoxcHx

Test samplE should pass the test. /
Hcnerryemslii 06pazel 1o/xeH BEIEPKHBATE
HCTIBITAHHE.

Test sample should pass the test. /
Hcnerryemslit obpaser 1on¥KeH BEIEPKHBAT
HCTIBITAHHE.

/ He nom«HO GBITh IIOMYTHEHUS B TCHEHHE
1 1aca.

Complics / CootRercTByET

No turbidity should be observed within 1 hour.

Complies / CooTsercrRyeT

Complies / CooTBeTcTBYCT

Chlorides/ Xmopuas1

Nitrates and Nitrites/

HurpaTsl A HHTPHTHI

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

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

.Sulphates ! Cyandartsl

Ammonium / AMMOHHI

No turbidity should occur within not less than
1 h. / B revenue ve menee | yaca He 1OMKHO
HAOMOAATECA TOMY THEHHE.

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

<0.5ppm
<0.00002% (<0.2 ppm)

Complies / CoorsercTByeT

<0.6 ppm |




®
YGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATHI

Calcium and magnesium /
Kaasuail u maranit

Pure blue color should be observed (without a
violet hue). / JTolxHo HaGnromaThes YHCTO
CHHEe oKpallpBaHue (6e3 duoneToBoro
OTTCHKA).

Complies / CooTBerctByer

Heavy metals/ Tsskensie
METAJLILI

Not more than 0.00001 % (0.1 ppm). /
He 6onee 4,00001 % (0,1 ppm).

Residue after evaporation /
Cyzxoii ocTaTok

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

<0.00001% (<0.1ppm)

0.000 %

' (fnductivityl
JIeKTPONIPOBOITHOCTL

Extractable volume /
Hsmaexaemuli 00beM

' Not more than 25 pS/cm. /
He bomee 25 MxCm/cM.

5 uS/cm./
5 MxCm/cM.

| Not less than label claim (not less than 2 ml). /
He menee HOMUHANBHOTO (HE MCHEE 2 MIT).

2ml/
2 M1

Bacterial endotoxins /
BakTepuajibHbIe SHIOTOKCHHBI

Sterility / CreprabHocTb

Not more than (.25 EU/ml. of water for
injections, / He Gonee 0,25 ED/Mn Boast ans
HHBEKITHIA.

Should be sterile. / JomkHa 66ITE CTCPHILHOIM.

Packaging / YnakoBka

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. /
IeppHTIHAA v HAKOBKA

ITo 2 mn pacteopuTens (BoAa ANS HHBEKIHI) B
amnyny w3 OecrperHoro crekna, turm I, Ha
BEeDXHEH WacTH aMIyNEl HAHeceHa Touka
pasioMa OpPaHKeBOTO IBETA.

Shelf-life / Cpok rogHocT

5 years. / 5 nmet.

<0.25EU/mL /
<Q.25E3/ Mn

Sterile / CrepuneHo,

Primary package
2 mL of the solvent (water for

injections) in a colorless gilass
ampule type I with an orange one-
point-cut at the top of the ampule. /
IMepBHTHAs vOAKOBKA

Ilo 2 Mn pacteBOpHTENsa (BOmA JUIs
HHBEKUMHA) B ammymy M3
OecuBeTHOro crexnd, Tan 1. Ha
BepXHell 4acTH aMIyJIBl HAHECEHA
| Touka pa3IoMa opaHKEROIO 1BETA.

Assessment: / 3axaroucHue:

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TPEHOBaHHM HOPMATHEHOTO AokyMendTa JIC-000295-160721,

Hamenenne Nel or 25.04.2023,

Ali Ethemoglu
Quatity Cowanﬁ" Supetvisor
/

(A 4
@QGENEEH{‘MQE |
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{3 GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

Name of Product/
HaumMeHoBauMe npenaparta

Batch no./ Homep cepun

Ameount of product per batch / Pazmep

cepHn

Date of Control / JaTa anannsa

Manufacturing date / JaTa nponmssoacrsa

Expiry date /daTa orRoHIARHS CPORA

TrOAHOCTH

Water for injections (solvent) /

Boaa ana uHbeKUHI (PacTBOPHUTEIb)

32H7
89417

10/2023
08/2023
07/2028

Water for injections (solvent) / Boga ans HHbeKkImii (pacTBOpHTEND)

TESTS / MOKA3ZATEJH
Description /Onmcanne

SPECIFICATIONS / HOFMbI
Clear, colourless liquid without odor. /
Ipozpaunas OecuBeTHAA JKRAKOCTE D83
3amaxa.

__ RESULTS/PE3YJBTATH |

Complies / CooTreTcTBYET

Particulate matter / Mexann4ecKkHe BKAKMeHHA

Visible particles /
Buoumvie wacmuys

Sub visible particles /
Hesudumere vacmuyor

>10 pm particles /
YacTHL pazMepoM = 10 MEM

=25 um particles /
YACTHI[ PA3MEPOM = 25 MKM

Acidity and alkalinity /
KucnormoceTh i INEJOTHOCTh

Should be absent. / JIofKHE OTCYTCTBOBATE.

Not more than 6000 particles per ampoule; /
He donee 6000 pa ammymy;

Not more than 600 particles per ampoule. /
He Gonee 600 1a ammyy,

Test sample should pass the test. /
HcnbiTyeMprii 06pasen DoMmkeH BHIASDKHABATD
HCITBITAHNE.

Absent / OrcyTCTRYIOT

59

Complies / CooTreTcTBY ST

Reducing substances /
BoccranasanBapmne
BEIECTRA

Test sample should pass the test. /
Hensrryemerit oGpasel] JOIKEH BEIISPKHBATE
HCIBITAHUE.

Complies / CoorseTcTBYCT

Carbon dioxide
¥raepona AHOKCHI

' Chlorides/ Xnopuasi

No turbidity should be observed within 1 hour.
/ He momxHO GBITE IOMYTHEHHS B TETEHHE
1 =waca.

| Not more than 0.5 ppm. / He 6oaee (0,5 ppm.

Nitrates and Nitrites/

HuTparsl H HHTPATBI

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

Complies / CootReTcTBYET

<0.5ppm

<0.00002% (<0.2 ppm)

Sulphates / Cyangarsl

No turbidity should occur within not less than
1 h. / B TeucHue He MeHEe 1 yaca HE JODKHO
HabNIONaTECA TIOMYTHEHHE.

Complies / CooTBercTBYET

Ammonium / AMMOHHH

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

<0.6 ppm |
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / IOKA3ZATEJH

SPECIFICATIONS /f HOPMBI

RESULTS / PE3YJLTATHI

Calcium and magnesium /
Kansumii u Mmarsanii

Pure blue color should be observed (without a
violet hue). / JomkHo HabniogaTscs YACTO
cHHee OKpaHmBanye (6e3 groneToBOTO
OTTEHKAE).

Complies / CoorpercTBYST

Heavy metals/ Tsxennie
MeTaJLIbI

Residue after evaporation /
Cyxoii ocTaTok

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

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

<0.00001% (<0.1ppm)

0.000 %

| Conductivity /

JIeKTPONPOBOIHOCTH

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

Extractable volume /
HN3BiekaeMbIil 06LeM

| Bacterial endotoxins /

Bamepna.ubnme IHAOTOKCHHEI

.._Sterility / CTepuIILHOCTE

' Packaging / Ynakoska

Shelf-life / Cpok roasocT

Assessment: / 3akmoueHne:

He Meree HoMHAATBHOTO (He MeHee 2 MIT).

Not less than label claim (not less than 2 ml). / '

10 pS/em./
10 MxCwm/cMm.

2ml/
2 Mn

| Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 ED/Mia Boas! mus
HHLEKLHE.

| Should be sterile. / JloiskHa OBITE CTepHIBHOI.

<0.25EU/mL/
<0.25E3 /M1

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. /
[epBuyHad voakoBKa

Ilo 2 Mn pacTBOpHTENs (BOAA I HHLEKLIHEL) B
amnyny w3 OeciserHoro crekia, Ten [ Ha
BepxHei! dYacTH aMmylibl HaHeceHa TOYKA
paznoMa OpaHKeBOTO IBETA.

5 years. / 5 ner.

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. /
TlepBHUHAA YyTAKOBKA

ITo 2 ma pacteopurens (Boma o
HHBEKIMIT) B aMmIyny — u3
OGecuperHoro crexnma, tan I Ha
BepXHel 4YacTH aMITyJIEl HaHeCceHa

| TOYKa pa3jioMa OpaHMXEeBOTO IBETA.

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

#1 on 25.04.2023 /

Cepus cooTsercTBYeT TpeboBaHNIM HOpMaTHBHOTO HokyMenTa JIC-000295-160721,

Hamenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Contml Supervisor
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