CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIN3A

Name of Product/ : TEXARED, lyophilized powder for injection after reconstitution,
HanmeHoBaH#ie npenapaTa 20 mg /
TEKCAPEA®, imo¢uausar 4ns NPHroToBIeHHS PACTBOPA Aias
HHBeKIHii, 20 Mr

Batch no./ Homep cepun o 25C02991A
Amount of product per batch / : 41.358,000
Pazmep cepun

Date of Control / Jata ananuza : 05.2025
Manufacturing date / Tara : 04.2025
NMPOA3BOACTBA

Expiry date /Tara okonyanns : 03.2028

CPOKA TOXHOCTH

‘ RESULTS /

TESTS / IHIOKA3ATEJIH SPECIFICATIONS / HOPMEI PE3VIBTATEI

Appearance / Onucanue Yellow with greenish tint lyophilized powder. /
JInodumuzupopanneit  mopowok  senroro ¢ | Complies / CootBerctayer |
3ENCHOBATHIM OTTEHKOM 1BETA,

Identification / loganunocTs
Tenoxicam by HPLC / The retention time of tenoxicam peak in the
Tenoxcuxam (BI/KX) 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)). / Bpemsa

VACKHBAHHI OHKa  TEHOKCHKaMa Ha | Complies / CooteTcTBYeT

XpoMaTorpaMme HCIIBITYEMOTO pacTBopa

JOTKHO COOTBETCTBOBATH BPEMEHH

YIepHUBAHHS OHKAa  TeHOKCHKaMa Ha
XPOMAToOrpaMMe CTaHNAPTHOTO pacTEopa (CM.
«PoncrBenHEIe TIPHMECH>, oTIpcIeneHHe
SAWHUYHEIX NpuMeced M CyMMBI TIpHMecei
| (254 nm)). |
Tenoxicam by UV- UV absorption spectrum of the test solution
spectrophotometry / Tenoxcuxam | prepared for the Assay in the range from 230 nm
‘ (Y- to 400 nm should have maxima at wavelengths of

CReKmpogomoMempuiecKkuii) 257 =2 nm, 285 + 2 nm and 368 + 2 nm (see
| “Assay of Tenoxicam” test). / V®-cnekrp

NOIJIOIIEHHS HCIIBITYEMOTO pacteopa, | Complies / CooTBeTcTBYET

MPHTOTOBICHHOTO s KOJIMYECTBEHHOTO |

onpenenenys, B obnactu ot 230 5m 1o 400 aMm

IODKEH MMETh MAKCHMYMBI TIPH JIMHAX BONH |

257 £ 2um, 285 + 28M u 368 £ 2aM (oM

«KonnyecTeennoe omnpe/ieienre TEHOKCHKAMay ).
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJAHR

Sodium metabisulfite /
Hampusa memuaGucyavipum

' SPECIFICATIONS / HOPMbI

RESULTS / i
PE3YJIBTATBI

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 ynepsuBaHusa nuka
HaTphAd MeTabucynbpura Ha XpoMarorpamMme
HCTIBITYEMOTO pacTBOpa TIOIKHO
COOTBETCTBOBATE BPEMCHH YIOSDKHMBAAMA [(iMKA
HATPHSA MeTadMCYIb(UTa HA XPOMATOTpAMME
CTaHZapTHOTC pacrBopa (cM. «KonuyecTBeHHOS
ompenencHre HaTpuA MeTabHCYIE(rTan ).

' Dissolving time / Bpems
PACTBOPEHHA

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJ/JICHHOTO PACTBOPa

Solution Elarity /
\Epospaqﬂocn, pacTBopa

Solution Color /

[IBeTHOCTL pacTBOpPa

Not more than 60 seconds. / He Oomee 60

CeKyHII.

Complies / Coorsercreyer

—

22 sec/22 cek

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / ITpenapar
JOIDKEH PACTBOPATHCS TIOJTHOCTRIO c
OTCYTCTBHEM HEDACTBOPEHHBIX YacTHl, Oe3
BHAMMBIX MCXaHHYECKHX BKMIOUeHMIH. PactBop
JOIBKEH OBITh NIPO3PaTHEIM.

| The product solution should be clear. / Pacteop I

HPETMAPAaTa NOIDKEH OBITH HPO3PaHBIM.

The product solution should not be more
intensively colored than the reference solution
GY . / CTeneHb oKpackd pacTBopa Ipenapata He
JOJDKHA TIpeBHInate 31ancH GY).

pH

7.510100./01 7,5 no 10,0.

| Particulate matter / Mexanudeciue BKIIOMEHHS

i Visible particles /
Budunere vacmuyer

Subvisible particles /
Heguoumuie vacmuywr

=10 pm particles/
Yactnn pazMepom > 10 MEM

=25 pm particles/
YacTHy pasMepoM > 25 MKM

Should be absent/ TomkHb! 0TCYTCTBOBATE

Not more than 6000/vial; /
He 6onee 6000 Ha dmakom;

Not more than 600/vial. /
| He Gonee 600 Ha dumakon.

Complies / CooTBeTcTBYCT

Complies / CooTBeTcTBYET
|

Complies / CooTeercTBYET

9.2

Absent /OtcyTerByror

6 / vial
6 / dmakox

0/ vial
0/ dmaxon
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS / MOKA3ATEJHA i SPECIFICATIONS / HOPMbI ' RESULTS/

L | PE3YJIBTATHEI
Related substances / Popcrsennbie npamecu _
2-aminopyridine / | Not more than 0.5 %: / He 6onee 0,5 %; detected / He
2-aMHHOTTHPHIHH obHapy:xeHa
Individual unidentified impurity / Not more than 0.5 %; / He Gomee 0,5 %; <0,05
Eavnnunas '
HEHIEHTH(UITAPOBAHHAS IPHMECE

. Lo <005 |
Total impurities / Not more than 1.0 %. / He Gonee 1,0 %.
CymmMa nipumeceit |
Uniformity of dosage units / | The Acceptance value (AV) should be not more | AV=1.8 (11=10)
OnHopoaHOCTL N03HPOBAHHSA than 15.0. / TokazaTens npuemaemoctu (AV)
JomxeH OBITE He Gonee 15,0.

Watei'_fBona = | Not more than 3.0 %. / He Goiee 3,0 %. 0.7% a
Bacterial endotoxins / | Not more than 1 EU/mg of tenoxicam. / < 0.128 EU/mg /
BakTepuannHbie YHIOTOKCHHBI He 6onee | E9/Mr Tenokcikama. <0.128 E3/ mr

| Sterility /CTeprabHOCT Should be sterile. / Jomken 6brrs CTEPHIBHBIM, Sterile / Crepunen

Assay / KonnuecTsennoe onpegesenne

Tenoxicam / Tenoxcukam 1 90.0% to 110.0% of C1sH11NaOQ48; (tenoxicam)
of label claim. / Ot 90,0% mo 110,0%
C1:H11N304S; (TeHOKCHKAaM) OT HOMHMHAIBHOTO

I | COnepXaHuA.

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

| Hampus memabucyrsum label claim. / Ot 85,0% mo 110,0 % warpus
Meraducynpbura oT HOMMHAIIBHOTO
COTEPKAHHUSL

100.7 %

|

103.6 %
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIA3A

TESTS / HOKA3ATEJTH

SPECIFICATIONS / HOPMEI

; Package / ¥Ynakoeka

RESULTS / PE3YJBTATHI

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. /

TepBuunas viakoBKa

Ilo 20 mMr TeHokcHKaMa BO (GakoH w3

OeciBeTHOTO CTEKIIA THII 1,
YKYNOPEHHBII nipodkoit w3
OpoMOYTHNOBOH  pesHHBL,  OBKATOMH

ATIOMHHHCBBEIM KOJIOAYKOM € KOHTPOJIEM
NCpBOrO  BCKPBITHA H  THIACTHKOBBIM

Shelf-life/ Cpox roanocrn

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. /
[epprynHas Y TAKOBKA

[To 20 Mr TeHokcukaMa Bo (NakoH w3

GecIBeTHOTO CTEeKIIa THII L,
YKYMOpPSHHBIH npobroit u3
GpoMOYTHIOBOH  pesuHbl,  o0MaTol

ANMIOMWHHUECERIM KOJIAYKOM C XOHTPOIIEM
NEPBOr0o  BCKPBITHA H IMIACTHKOBLIM

TESTS / IIOKA3ATEJIH

IVICKOM 10BEpX AMIOMHHHEBOTO | THCKOM TOBEPX AMOMHHHEBOIO
KOJMAYKa, KOJITAYKA,
3 years./ 3 ropa.
KIT / KOMILIEKT
SPECIFICATIONS / HOPMBI | RESULTS / PE3YJBTATHI |

| Kit package / VYnakoeka
KOMILICKTA

Secondary package

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

I cassette with the patient information
leaflet in a carton pack. /

BropryHas v OaKOBKa

IMo 3 dmakoHa ¢ npenapatoM M 3
AMIIYNIBI C PECTBOPHTENEM [IOMEINAIOT B
KacceTy 13 NONUBUHHIXIIOPHIA.

1 xacceTy BMecCTe ¢ HHCTpyKUMEH MO
NPHMEHEHUID TIOMENIZT B  MavKy
KapTOHHYIO.

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. /

BropHyHas | makoBKa
Ilo 3 ¢umaxkona ¢ mpenapatom u 3

aMITYIIbL C PaAaCTBOPHTENEM IIOMEIIAT B

Kaccery W3 IIONHBHHWODUTOpHAZ. 1
KacceTy BMECTE€ ¢ WHCTPYKIHEH [0
OPYMEHEHHI0 MOMEIAIOT B Tauky
KapTOHHYIO.
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CERTIFICATE OF ANALYSIS / CEPTUO®HKAT AHAJIN3A

Labeling/ Mapruposka According to the ND. / B cootsetetenn | Complies as prescribed / CootBeTcTBYeT |
I ¢ HOPMATHBHOI TOKyMeHTAIHEH. | TpeGoBaHAAM
| 1 ! ——
Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

XHEHHE KOMICITS In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

/l1a ymakosku 0o 3 duraxoHa ¢ npenapatoM | 3 aMI1yJIBl ¢ PACTBOPMTEIEM B
kaccere;

B opuraHansHoi ynakoske ((rakoHEI ¢ penaparToM i aMITyIIB] ¢ paCTBOPHTCIEM B
Inavke) IpH TeMIeparype He Bopime 25 °C.

| Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roanocTH KoMmiexkta | human use. / 3 roga. Cpok rogHOCTH KOMIUIEKTA ONPEAENIETCs CPOKOM TOTHOCTH
JIEKapCTBEHHOTO TIPENapaTa A MeAHIHHCKOTO IPUMEHEHH.

Assessment: / 3acmouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023./
Cepust COOTBETCTBYET TPeOOBaHAAM HOPMATHBHOIO AoKkymMenTa JIC-000295-
160721, Mamenenne Nel or 25.04.2023.

| API name (INN) / naunmenosanne ADC (MHH): Tenoxicam / Tenokcukam
APT manufacturer batch number / 92044624

| Homep cepun nponssoautens ADC:
FP Manufacturer AP] Batch number / 25117182

| Homep cepuu cy6eranumn npoussoaurtens TJId:

| API Manufactured by & country / Edmond Pharma S.r.L., Italy /
Iponzeoaurens ADC, cTpana: Damona @apua, C.p.JL, Hranus

Quality Control Supervisor
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@@GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Name of Product/
HanmenoBanre npenapara

Batch no./ Homep cepuu

Amount of product per batch / Pazmep

cepHHE

Date of Control / {aTa anann3a

Manufacturing date / /lata npon3soicTea

Expiry date //IaTa oKOHYAHHA CPOKA

roaHoOCTH

Water for injections (solvent) /

Boaa /11 MHBEKIHA (DACTBOPHTENb)

4215
90100

11/2024
09/2024
08/2029

Water for injections (solvent) / Boga nis nAnexnHii (pacTBOpHTEb)

. TESTS /TIOKA3ATEJIH
Description /OnHcanne

SPECIFICATIONS / HOPMBI

RESULTS / PE3VJBLTATHI

Clear, colourless liquid without odor. /
TIpospaunas OecnReTHAM XKUIKOCTE O¢3
3amaxa.

Particulate matter / Mexanndeckne BKIWOUEHHST

Visible particles /
Buoumwvie yacmujer

| Should be absent. / Jlomkwsl OTCYTCTBOBATD.

Complies / CooTBeTCTBYET

Absent / OTcyTCTBy}O;

Sub visible particles /
Hesgudumvie yacmuiyo

>10 pm particles /
JacTHIl pasMepoM = 10 MM

>25 pm particles /
TACTHIL Pa3sMEPOM = 25 MKM

Acidity and alkalinity /
KncJoTHOCTL H e 1049HOCTh

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

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

| Test sample should pass the test. /
HcneiTyeMetit o0pasent IOHKEH BELIEPKHBATD
HCTIBITAHHE.

Reducing substances /
BoccranapaMBaroinie
BeIeCTBA

Test sample should pass the test. /
HenebrryeMelit o6pazen TomkeH BEISDKUBATD
HCIBITaHHE.

Complies / CooTBercTBYET

Complies / CoorercTByer

Carbon dioxide
¥Yraepona THOKCHA

Chlorides/ Xnopnanbi
Nitrates and Nitrites/

HutpaThl 1 HUTPHTEI

No turbidity should be observed within 1 hour.

/ He pomkHO OBITH MOMYTHEHHS B TEUEHHE
1 yaca.

Complies / CooTBeTCTBYET

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

_<0.5ppm

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

Sulphates / Cyasdarel

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee | 9aca He TOMKHO
Ha0MOKATECH TOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTBYET

Ammonium / AMMOHHIi

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

~ TESTS/ MOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

| Calcium and magnesium /
Kanbpuuii 1 Marumit

Pure blue color should be observed (without a
violet hue). / JlomgHo HabmomaTsca 9HCTO
CHMHSE OKpallnBaHie (6e3 duoneToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

' Heavy metals/ Tsoreable
MeTalJIb]

Residue after evapora_tion /
Cyxoii ocTaTok

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

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

<(0.00001% (<0.1ppm)

0.000 %

Conductivity /
JIeKTPONPOBOAHOCTE

Not more than 25 pS/em. /
He Gonee 25 MrCMm/cM.

5 uS/cm./
5 MxCm/cM.

Extractable volume /
H3paexkaeMblii 00beM

Bacterial endotoxins /
BakTepHaJhHbBIE IHAOTOKCHHBI

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANBHOTO (He MeHee 2 MI).

| Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 E3/mn Bonet oms
HHBEKIHEH.

Sterility / CrepHabnocTh

| Packaging / Ynakopka

Should be sterile. / Jomkna BBITE cTEpRILHOM, il |

[ 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. /
[lepByanas + nakoBka

Mo 2 mn pacTropuTens (Boma AN HHBCKIMIL) B
ammyny w3 OecuperHoro crexia, THm 1. Ha
BCPXHCH 4aCcTM  aMIyJs! HAHECEHA TO4YKE
pasioMa OpAamKCBOTro LIBETA.

2ml/
2 MII

<025EU/mL/
<0.25E3/Mn

Sterile / CrepunbHo.

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 ) NakOBKa

[To 2 Mn pacreoputein (Bofa As
HAHBCKITHIT) B aMImyny M3
Oecupernoro c¢rekna, tum [ Ha
BepXHel YacTH amMmynsl HaHeceHa
TOUKA PA3NIoMa OparKeBOTO LBETA.

Shelf-life / Cpok rogHocTH

Assessment: / 3akmoueHHRE:

5 years./ 5 net.

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

#1 on 25.04.2023 /

Cepus CoOTBETCTEYeT TpefopaiiM HopMaTaBHOTO JokyMeHTa JIC-000295-160721,

Hsmenedwe Nel ot 25.04.2023.

/Ah Ethemoglu

( Jinal txr"L ontrol Supervisor

[
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CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHA/IM3A

Name of Product/
HauMeRoBaHHE Npenapara

Batch no./ Homep cepun

Amount of product per batch / Pasmep

CepHH

Date of Control / laTa anannia

Manufacturing date / lara npon3soacTsa

Expiry date /IaTa okoHyanus ¢poka

roaHecTH

TESTS / TIOKA3ZATEJIN
Description /Onuncanne

Water for injections (solvent) /

Boja anA HABeKLni (PaCTBOPUTEND)

4217
89173

11/2024
09/2024
082029

Water for injections (solvent) / Bora ans HubeKnii (PACTBOPHTEND)

_ SPECIFICATIONS / HOPMBI
Clear, colourless liguid without odor. /
Ipospagnas GeciBeTHAdA KHAKOCTE 6€3
3anaxa.

RESULTS / PE3YJIbBTATHIL

Complies / CooTBeTCTRYET

Particulate matter / MexanH49ecKHe BKIIOYEHHS

Visible particles /
Budwmsbie uacmuypr

Sub visible particles /
Hegudumbie vacmuijul

>10 pm particles /

JacTHL, pazMepoM = 10 MxM

>25 pm particles /
YACTHII PazMcpoM > 25 MKM

Acidity and alkalinity /
KHCI0THOCTE H 1e104H0CTh

| Should be absent. / JlomKHEI 0TCYTCTBOBAT.

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

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

| Test sample should pass the test. /

Heneiryemeiii oGpasen JOMKEH BEIICPKHBATL
HCTbITAHHE.

Absent / OTcyTCTBYIOT

Complies / CoOTBETCTBYET

Reducing substances /
Boceranapaneaomie
BelecTBa

' Carbon dioxide
Yraepona AHOKCHA

| Chiorides/ Xaopuan

Test sample should pass the test. /
HcnermyeMsiii ob6paszen DOMKeH BRIICPKHBATE
HUCTIBITAHHE,

Complies / CooTBeTcTBYET

No turbidity should be observed within 1 hour.

/ He nomxHO OBITh TOMYTHEHUSA B TEUEHHE
1 vaca.

Nitrates and Nitrites/

Hurpars! H HHTPHTHI

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

Sulphates / Cyabdatn

Ammonium / AMMOHHHA

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

Complies / CooTBeTCTBYET

<0.5ppm

<0.00002% (<0.2 ppm)

| No turbidity should occur within not less than

1 h. / B TeueHre He Menee 1 9aca HE JOMDKHO
HaOII0AaThCA TTOMYTHEHHE.

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

Complies / a)c)TBeTchyeT

<0.6 ppm
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(R GENSENTH

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIA3A

TESTS / NOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJIbTATH |

Calcium and magnesium /
Kaapnmii 1 Marasii

Pure blue color should be observed (without a
violet hue). / JomxHO HAOMOOATEC YUCTO
curee oxpantisanye (6e3 groneTosoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Taxennte
MeTalbl

Residue after evaporation /
Cyxoii ocTaTok

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

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

<0.00001% (<0.1ppm)

0.000 %

“Conductivity /
JIeKTPONPOBOAHOCTh

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

6 pS/iem./
6 MxCM/cM.

Extractable volume /
Hapaexaemblii 00beM

Bacterial endotoxins /
BaKTepHAAbHRBIE AH/OTOKCHHEI

Sterility / Crepuabnocth

' Packaging / ¥Ynakoska

; Shelf-life / Cpox roanocta

Assessment: / 3aKMOUCHHE:

Not less than label claim (not less than 2 mt). /
He McHee HOMHHAJIBHOTO (He MeHee 2 MII).

Not more than 0.25 EU/mL of water for
injections. / He Gomnec 0,25 EB/Mn Boas! ona
HHBEK AT,

Should be sterile. / Jomikna BBITE cTepHILHOM,

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. /
[TepBHyHA v HaKOBKA

ITo 2 mu pactROpuTEns (BOXa 1A HHBEEKIRIL) B
aMmysy w3 OeciperHoro crekna, thn I Ha
BepXHell wacTi aMImmysel  HAHECEHA TO4KA
pasIoMa OpaHXKeBOro MBETA.

2Zml/
2 MII

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

Sterile / CrepunsHO.

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 VIIAKOBKA

ITo 2 Mn pactBOpuTens (Boja Ay
HHBCKIAHA) B aMImyny — H3
oecipernoro crexna, THO I Ha
BEpXHeH YacTu amITylbl HAaHeceHa
TOUKA [a3oMa OPAaKEBOTO LIBETA.

5 years. / 5 ner.

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

#1 on 25.04.2023 /

Cepus cooTBETCTBYET TpebOBaHHAM HOpMaTUBHOTO AokyMeHTa JIC-000295-160721,

Usmenenue Nel ot 25.04.2023.

Ali Fthemoglu

i

Quality Lionﬁ.rr‘l Supervisor
Ff .

s
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJ/IM3A

Name of Product/ Water for injections (solvent) /
HaumeHosanue apenapara Boja ana MHBeKUMH (PacTBOPHTE/b)
Batch no./ Homep cepun 4218
Amount of product per batch / Pazmep : 89418
cepun
Date of Control / TaTa ananuza 11/2024
Manufacturing date / lata npoussogctea :  09/2024
Expiry date //laTa OKOH4AHHA CPOKA . 08/2029
TONHOCTH
Water for injections (solvent) / Bona nng unbexunii (pacmopnre.m:.)
TESTS / MOKA3ATEJIN SPECIFICATIONS /f HOPMBEI RESULTS/ PE3YJII:TATI:I B
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTseTcrByeT
ITpospagnas GecliBeTHAA KUAKOCTD Oe3
3anaxa.

Particulate matter / MexanH4eckHe BKJIHOYEHHS

Visible particles /
Buoumwie yacmuysr

Sub visible particles /
Heegudunmere uacmuyei

>10 pm particles /
4acTHL] pa3MepoM > 10 Mxm

>25 um particles /
YacTHI] pa3MepoM > 25 MEM

Should be absent. / JIo/bKHBI OTCYTCTBOBATD. . Absent / OrcyTcTRYIOT
Not more than 6000 particles per ampoule; / 1

He Gonee 6000 na ammyny;

Not more than 600 particles per ampoule. / 0

He Gonee 600 Ha ammymny.

HHTpaTbl H HHTPHTBI

i Sulphates / Cyandatss

| Ammonium / AMMonmii

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTeTBYCT
KucaoTHocTh H LIETO%HOCTE HenerryeMEetit ofpazer] JoJoKeH BEIIEPXHBATE

HCTIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
BoccraaaBiaMpaloliie Hcensiryemsiit o6pazel A0DKeH BEIEP/ HBATh
BEILECTBA HCIIBITAHHE.
Carbon dioxide | No turbidity should be observed within ! hour. Complies / CooTBETCTBYET
Yruepoga AnoKcna / He gomkHo O6BITE MOMYTHCHHS B TEUECHUE

1 gaca.
Chlorides/ Xanopuae! Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.00602 % (0.2 ppm). / <0.00002% (<0.2 ppm) N

He Gonee 0,00002 % (0.2 ppm).

| No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teucnue He MeHee | daca He JOKHO
HaGMIOAATECH TIOMY THEHYE.

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

CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJ/IU3A

TESTS / MOKA3ATEJH

SPECIFICATIONS / HOPMbI

Calcium and magnesium /
Kaawunii 1 Marnmii

Heavy metals/ Taxearre
MeTaJ bl

Pure blue color should be observed (without a
violet hue). / JomxHo Habm0IaTECE YHCTO
cHHee okpamABanne (0c3 ¢moneroBoro
OTTEHKA).

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

RESULTS / PE3YJBbTATBI

Complies / CooTBeTCTBYET

<0.00001% (<0.1ppm)

| Residue after evaporation /
Cyxoii ocTaTOK

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

'Eonductivity /
JIEeKTPONPOBOAHOCTDL

' Extractable volume /
H3sJiekaeMblii 00beM

Bacterial endotoxins /
| BakrepnanbHble YJHIOTOKCHHBI

Sterility / CrepuanHOCTB

Not more than 25 pS/em. /
He 6onee 25 MxkCM/cM.

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

0.000 %

7 uS/em./
T MrCm/eM.

2ml/
2MI

Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 EZ/Mn BonsI mis
WHBCKIMH.

<0.25EU/mL/
<(025E3/mMn

| Should be sterile. / JloiskHa GBITH CTEPHIBHOM.

Sterile / CTepanbHO.

Packaging / Ynakoeka

Shelf-life / Cpok rognocTH

Assessment: / 3aKodyenue:

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. /
HepByuyHas yOaKOBKa

o 2 M pacTBopuTens (BOIa LT HHBEKLHH) B
amnyny w3 OecuBeTHoro crekna, Thn 1. Ha
BEpXHell 4YacTH aMITylkl HaHCCCHA TOYKa
paznoMa OpatXKeBOTO LBETA.

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. /
[MepEHMYHAA Y TIAKOBKA

[To 2 Mn pacTRopuTens (Boga And
HWHBEKITHIA) B aMImyny — u3
becupernoro crexnaa, tun 1. Ha
BepxHell YacTW aMITynel HaHeceHa
TOUKA [a310Ma OpPaIKeBOTO BETA. |

I's years. / 5 ner.

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

#1 on 25.04.2023 /

Cepust COOTBETCTBYET TpeboBaHuAM HOPMATUBHOTC fokyMenTa J1C-000295-160721,

Hsmenenue Nel ot 25.04.2023.

Ali Ethemogh

Quality ;-‘rnrrlr‘iiol Supervisor

| ¥

! EFRFRR

2/2




