CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/
HaumeHoBaHHE npenapara

Batch no./ Homep cepnn

Amount of product per batch /
Pa3zmep cepun

Date of Control / laTa anamm3za

Manufacturing date / JaTa
TIpOA3BOACTBA

Expiry date /[{aTa oxon4anng
CPOKA FOAHOCTH

TESTS / IIOKA3ATEJHA

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEN®, anodHanzaT A5l NPHrOTOBTEHAA PACTBOPA 1T

HHBEKIHH, 20 Mr
25H05161A

41.688,000

08.2025
08.2025

07.2028

SPECIFICATIONS / HOPMbI

| Appearance / Onncanne

Identification / IlogaunuHOCTE

Yellow with greenish tint lyophilized powder. / |
JTnodUNRIAPOBAHARIT  TIOPOINOK  JKENTOr0 ¢
3€/IEHOBATHIM OTTEHKOM LIBETA. |

RESULTS/
PE3YJBTATHI

Complies / CooTBeTCTBYET

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

|

| Tenoxicam by UV-
spectrophotometry / Tenorcuxam
(Y-
CREKMPOHOMoMemPULECcKUil)

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
yIepKHBaHHA KA TEHOKCHKAMa  Ha
XpOMaTOTpaMMe HCIIBITYEMOTO pacteopa
TOJDKHO COOTBETCTBOBATH BPEMEHHA
yIepKUBaHHSA nuKa TEHOKCHKaMa  Ha
XpOMATOTpaMMe CTaHOAPTHOTC pacTBOpa (CM.
«PozmcTBeHHEIE HpHMECH?, OIPEACTICHHE
COMHHMYHBIX [OpHMeceid 1 CyMMBL MOpHMeEcei
(254 5M)).

Complies / CooTeercrByeT

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). / YdD-cmektp
TIOTJIOMIEeHHs HCIEITYEMOrO pacrBopa,
NPUTOTOBACHHOTO IS KOJIHYIECTBEHHOTO
onpeneneHds, B obnacth ot 230 HM o 400 HM
JIOIKEH MMETh MAaKCHMYMBI TpH [JIHHAX BOIH

| 257 = 2um, 285 + 2HM u 368 + 2HM (oM.

«KoavyecTreHHoe OMNpPENCIICHHE TEHOKCHKaMa))).

Complies / CooTBeTCTRY ST
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

' RESULTS /
TESTS / TIOKA3ATEJH . SPECIFICATIONS / HOEMI)I PE3VILTATEI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak
Hampus mematucynpgpum 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 yAepxHBaHUL MHKA
HaTtpws MeTabucynbhuTa Ha XpOMATOrpaMMe
HCTILITYSMOTO pacTBoOpa AOJKHO |
COOTBETCTROBATE BPEMCHH YACP/KHBAHHA IHKA
HaTpusi MeTabHCyNMbGUTa HA XpoMAaTorpaMme
craHaapTHoro pacteopa (cM. «KomudecTeeHHOe
OTIpeIeIeHHE HATPHS MeTabHCYabuTa»).

Complies / CooTeeTcTBYET

'Dissolving time / Bpemst Not more than 60 seconds. / He Gomee 60 |

24 sec /24 cex
pACTBOPEHHA CEKYHI.
Appearance of Reconstituted The product should dissolve completely without
solution / Onmmucanne of undissolved particles and visible particulate
BOCCTAHOBJICHHOI'0 PACTBOPA matter. The solution should be clear. / Tlpenapar
IOJIKEH PACTBOPATLCA MIOJIHOCTBHO ¢ | Complies / CooTBeTcTBYET

OTCYTCTBHEM HEPACTBOPEHHEIX vacTHl, Oez
BHAHMBIX MEXa8HMYECKHX BKTOHeHHH. Pacrsop
JOIDKEH OBITE IPO3PAUHBIM,

Solution clarity / | The product solution should be clear. / Pacreop .
Complies / CooTseTCTRYET
MpospaunocTs pacTBOpa npenapara JOIDKeH OBITE MPO3PaTHEIM.
Solution Coler/ | The product solution should not be more
IIBernocTE pacTBOpa intensively colored than the reference solution

GY 1. / Crenens OKPACKH PACTBODA MperapaTta He Complies / CootsercTayer

JLOJDKHA MPEeBBIUATh 3TanoH GY.

| pH [ 7.5 10.0./01 7,5 10 10,0. ' 9.1 |
Particulate matter / MexaHu4eckne BKIYEHUS
Visible particles / Should be absent/ JomKHBI OTCYTCTBOBATH Absent /OtoyToTByIoT
Buodunure uacmuyot
Subvisible particles /
Heguounvie vacmuyor
>10 um particles/ Not more than 6000/ vial; / 61/ vial
Yacrun pasmepom > 10 MrM He 6onee 6000 na draxou; 61 / pnakon
>25 um particles/ Not more than 600/vial. / 1 /vial
YactHn pazMepoM = 25 MKM He Gonee 600 nHa ¢nakoH, 1/ ¢nakon
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TESTS / HOKA3BATEJH

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

SPECIFICATIONS / HOPMbI

Related substances / PoacTBenHbIe MpHMecH

RESULTS/

PE3YJbTATBI

' 2-aminopyridine / Not more than 0.5 %; / He 6onee 0,5 %; Not detected / He
2-aMUHOTIHPH/IAH oGHapyxeHa
Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 Y%, Not detected / He
EnvHnvHas ofHapyxeHa

| HEHIEHTH(UIIMPOBAHHAA IPHMECH
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %. Not detected / He
Cymma npmmeceti oDHapyKeHa
Uniformity of dosage units / The jﬂ&cceptance value (AV) should be not more AV=14 (n=10)
OaHopoAHOCTEL TO3HPOBAHHS than 15.0. / Ilokazarene mpuemmemoctd (AV)

JomxeH OsTh He 6omee 15,0.

| Water /Boaa | Not more than 3.0 %. / He Gonee 3,0 %. 1.2 %

| Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 Eﬁ/mg/—
baxTepuajbHEIe 3HAOTOKCHHBI He Sonee 1 E3/Mr TeHoKcHKaMa. <0128 ES/ Mr

| Should be sterile. / JonxeH ObITE CTEPMIBHEIM.

Sterile / Ctepunen

Sterility /CrepuasHoctn

Assay / KoimgecTRennoe onpeneieHne

90.0% to 110.0% of Ci3H111N304S; (tenoxicam)
of label claim. / Or 90,0% mo 110,0%

Tenoxicam / Tenokcurxam

0,
C13H1N3048; (TeHOXcHKaM) OT HOMHHAIBHOIO 100.0 %
COAepIKaHuA.
| Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampua memabucynsghum label claim. / Ot 85,0% mo 110,0 % Harpus 97.4 %
' MeTabucynbdura oT HOMHHAIEHOTO e
COAEPKaHHA.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

~ TESTS/HOKA3ATEJH
Package / ¥YnakoBka

~ SPECIFICATIONS / HOPMbI

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. /
IlepBuuHas v IaKOBKA

Ilo 20 Mr TeHOKCHKaMa BO (UTAKOH H3

OecuBeTHOTO cTeKIa THTI |
YKYIIOPEHHBI nipoBxoif u3
OpomOyTunoBoif  peswHbl, o0Xkaroli

AMOMHHHEBBIM KOJINA4YKOM ¢ KOHTPOICM

RESULTS / PE3YJBTATSBI |
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. /
TlepBHYHAS YIAKOBKA |
Ilo 20 Mr TeHoxcHkaMa BO (makoH H3

fecnpeTHOrO CTEKITa THII I,
YKYNOPEHHBIA npodxoi 13
OpoMOyTHIOBOH  pe3MHBI,  OGXKATOMH

QMIOMAHUEBBIM KOITAYKOM € KOHTPOJIEM

IEPBOTO BCKPHITHA H NIACTHKOBEIM | NCPBOTO BCKPBITHA M IUIACTHKOBBIM
JUCKOM TIOBEPX ATFOMAHHEBOTO | THCKOM TIOBEPX AMOMUHEEBOTO
— - ! KOJIITaYKA. | KONmauka.
Sheli-life/ Cpox roaHocTn | 3 years. / 3 roga.
KIT/KOMILTIEKT
| TESTS/INOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Kit package / YmawoBka | Secondary package Secondary package |

KOMILIEKTA

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. /

BropuiHas yakoeka

Ilo 3 ¢makona ¢ mnpemapatom #u 3
aAMITYJIEl ¢ PACTBOPHTENIEM TIOMEIIAIOT B
KacCeTy 3 NONHBUHHIIXIIOPHIA.

1 kaccery BMecTe ¢ MHCTPYKIHeH mo
NPHMEHEHHI0 [IOMEU[AIT B TIavKy
KapTOHHYIO.

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. /

Bropyunas ynaxoska
Ilo 3 ¢naxkona c npemapatom n 3
AMIYABl ¢ PACTBOPUTENEM TTOMENAKT B

KACCeTy W3  TOMHBHHEIXIOpHAA. 1
KacceTy BMECTE C MHCTPYKIHEH no
APHMEHEHHIO HOMEUAKT B [adky
KAPTOHHYH).
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CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIA3A

Labeling/ Mapkupoeka According to the ND. / B cootserctin | Complies as prescribed / COOTBCTCTEyeT
¢ HOpMAaTHBHOU JIOKyMEHTAHel. | TpefOBRAHHMIM
Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

X paucHue KOMILIEKTa In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

JLig YTIakoBKH N0 3 (TakOHA ¢ PENENaToM H 3 aMiTyJIbl ¢ PACTBODHTENIEM B
KacceTe:

B opurunanenoif ymakoBke (QUIaKOHB! ¢ NIPEHIAPATOM W AMIIYJIbL ¢ PACTBOPUTEIEM B
nauxe) Ipe TeMIepaType He Bome 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for m
Cpok rognocTs koMnaekta | human use. / 3 roga. Cpok rOZHOCTH KOMIUTEKTA ONPEAEINCTCS CPOKOM FOAHOCTH

JIEKApCTBEHHOT G TipEnapara JJisi MEIHUHHCKOT0 MPHMEHEHMS.

Assessment: / 3aknouenune:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cOOTBETCTBYET TpeGOBaHHAM HOPMATHBHOTO JIoKyMenTa JIC-000295-
160721, U3meHenue Nel ot 25.04.2023.

| API name (INN) / paumenoBanne A@C (MHH): | Tenoxicam / TeHoKcHKAM
API manufacturer batch number / ' 92044624

| Homep cepum mponssoantens ADC:
FP Manufacturer API Batch number / 25117182
Homep cepun cyGeTanmun nponssoanrenn IJID:
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
Ilpoussoaurenns ADC, erpana: Iamonn ®apma, C.p.JI., Hramus

Quality-Control Supervisor

C A

"
“-"-('_L'H ~
= — [

Csito. 221
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®
X GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIH3A

Name of Product/ Water for injections (solvent) /
HanmenoBaHue npenapara Boza ana nHbeKUMiH (PACTBOPHTE/D)
Batch no./ Homep cepun 420

Amount of product per batch / Pazmep : 90008

cepHH

Date of Control / AaTa ananu3a 62/20235

Manufacturing date / lara npoussoncrea 10/2024

Expiry date /IaTa 0KOH4anHA CPOKA 09/2029

roaHOCTH

TESTS /ITIOKA3ATEJN

Description /Onncanue

Water for injections (solvent) / Boga nnist nubekunii (pacTeopHTeib)
| ~ RESULTS/PE3YJIbTATH

SPECIFICATIONS / HOPMBI

Clear, colourless liquid without odor. /
Ipospagnan HecIBETHAS KUAKOCTE He3

3amnaxa.

Particulate matter / Mexannuyeckne BKIIIOYEHAA

Visible particles /
Budumeie wacmuyet

Sub visible particles /
Hesuoumble yacmuymni

>10 pum particles /

yacTHL pasMepoM = 10 MxmM

>25 um particles /

TACTHI] pa3MepoM > 25 MKM

Acidity and alkalinity /

KucjgorHoeTh H IIEJOYHOCTE

Reducing substances /
BoccranapamBalolne
BEIIECTBA

Should be absent. / TomKHEI 0TCYTCTBOBATE.

Complies / CooTeercTRYET

Absent / OrcyTerBytoT

Not more than 6000 particles per ampoule; /
He Gonee 6000 va amnyiry;

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

| Test sample should pass the test. /

HenpiTyemsiit 06pasels olixeH BEIIEpKHBATE
HCIBITAHUE.

Test sample should pass the test. /
HeneiTyeMElii obpazell KomxeH BEAEPKUBATE
HCTIBITAHUE.

Complies / CootBeTcTBYCT

Complies / CooTBeTCTRYET

Carbon dioxide
¥riepona nHOKCH

Chlerides/ Xnopuan:

Nitrates and Nitrites/

HuTpatsl B HHTPHTHI

No turbidity should be observed within 1 hour.

/ He ponsxHo OBITE NOMYTHEHHA B TCUCHHE
1 yaca.

Not more than 0.5 ppm. / He donee 0,5 pprrI

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

Complies / COOTBCT?I‘BYGT

<{).5ppm

<0.00002% (<0.2 ppm)

' Sulphates / Cyasgatbl

Ammonium / AMMoOHHH

No turbidity should occur within not less than
1 h./ B TedyeHHe He MeHee | yaca HES JO/DKHO
HABIIOIaTECA OMYTHEHUE.

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

Complies / COOTBGT?TByeT

<0.6 ppm
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CR GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

TESTS / HOKA3ZATEJIH

Calcium and magnesium /
Kansumii 1 maramii

SPECIFICATIONS /f HOPMBEI RESULTS /PE3YJBTATH

‘Pure blue color should be observed (without a Complies / CooTReTCTBYET
violet hue). / Jomkno HabMIORATECA THCTO
cHHee okpaunBaHue (6e3 gmoneToBoro

OTTEHKa).

Heavy metals/ Tsuxennte
MeTaJLJIbI

Not more than 0.00001 % (0.1 ppm). / <(.00001% (<0.1ppm)

He Gonee 0,00001 % (0,1 ppm).

Packaging / YnakoBka

| Shelf-life / Cpox roanoctu

Assessment: / 3akatoucHue:

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

Cyxoii ocTaTok

Conductivity / Not more than 23 pS/cm. / 5 uS/em./

IeKTPONPOBOAHOCTD He Gonee 25 mxCwu/cm. 5 MrCwm/em.

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

H3eraexaemelii 00beM He meHee HOMUHANBHOTO (HE MeHee 2 MIT). 2 Mn

Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025EU/mL/

BakTepuansuble YHa0TOKCHHBL | injections. / He 6onee 0,25 ED/Mn Boab! A1 <025 E3/mn
HHBEKITHIA.

Sterility / CrepunbHocTh Should be sterile. / JomkHa GBITE CTEPHABHOH. Sterile / Crepuarno.

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. /
IlepsuuHast v IaKoBKa

Mo 2 mn pacreopuTens (Boma InA
WHREKUMI) B aMmyny A3
Gecusernoro crexkna, tunm 1. Ha
BepXHeH 4YacTH aMMynbl HaHeceHa
TOUKA [123J10Ma OPAHMKEBOr0 LIBETa.

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. /
[TepsuuHas Y IaKOBKA

[To 2 Mn pacTBOpUTeNs (BOZa AT MHBEKIHIT) B |
amnyny w3 OeciBeTHoro crekna, THn 1. Ha
BEpXHEH 4YacTH aMmIlyJibl HAHCCCHA TOYKA
paznoMa OpPamKeBOTro LBETA.

s vears, / 5 ner.

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

CepHs cooTBETCTBYET TpeOOBAHMAM HOpMaTUBHOTO nokymenTa JIC-000295-160721,
Hamenenne Nel or 25.04.2023.

_ ,.,h. li Ethemoglu
Quality L‘;,n')r o Supervisor
8 “ale
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®
CRGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

RESULTS / PE3YJIBTATEI

Name of Product/ Water for injections (solvent) /
Hanmenoranne npenapara Bojga Ana uHBEKOMH (DACTBOPHTEID)
Batch no./ Homep cepun 4272
Amount of product per batch / Pazmep 90227
cepuH
Date of Control / JaTa anannza 02/2025
Manufacturing date / laTa npou3soacTsa 10/2024
Expiry date /faTa okoH4anHA cpoKa 09/2029
TOAHOCTH
Water for injections (solvent) / Boaa ans nasexnuii (pacTBopHTEIB)
TESTS / TOKA3ATEJHA SPECIFICATIONS / HO_PMI)T

Description /Onncanne

Clear, colourless liguid without odor. /
ITpo3paunan GecrpeTHas KUIKOCTE be3
3araxa.

Complies / CooTBeTCTBYET

Particulate matter / MexannuecKkne BKJAIOYeHHHA

Visible particles /
Budunere wacmuybt

Should be absent. / JIJomKHBI OTCYTCTBOBATE.

Sub visible particles /
Hegudumere yvacmutiyol

=10 pm particles /
4acTHI pasMepoM > 10 Mk

>25 pum particles /
YACTHI pA3MEpoM = 25 MKM

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

| Not more than 600 particles per ampoule. /

I He 6onee 600 Ha aMmyJty.

Acidity and alkalinity /
KHCIOTHOCTE M IMEN04HOCTh

Reducing substances /
BoceranaBanBaloniye
BelIeCTBA

Carbon dioxide
¥Yraepoga AHOKCH]

Test sample should pass the test. /
HeneiTyemenii oOpasel TOMKeH BEIEPKHBATS
HCIBITAHUE.

Absent / OTcyTCTBYIOT

11

Complies / CooTBeTCTBYET

| Test sample should pass the test. /
HcnpiTyemitii o0paser 0KeH BEICPXKUBATh
HCHEBITAHAE.

' No turbidity should be observed within 1 hour.
/ He ponxkHOo GBITH TOMYTHEHHS B TSUEHHE
| 1 Haca.

Complies / CooTBeTCTBYET

Complies / CooTreTciBYCT

Chlorides/ Xnopuab1

i Not more than 0.5 ppm. / He Gonee (E)pm.

Nitrates and Nitrites/
HuTpaTthl H HHTPHTHI

Sulphates / Cyabdathi

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

<0.5ppm

| No turbidity should occur within not less than
| 1 h./B TeveHue He MeHee 1 vaca He JOKHO
HaOJIHONaTHCA TOMYTHCHHE.

Ammonium / AMMoHRIT

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

<0.00002% (<0.2 ppm)

Complies / CooTreTcTBYCT

<0.6 ppm
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

TESTS / IOKA3ATEJH
Calcium and magnesium /
Kaneimii u Mmarnuit

Heavy metals/ Tseabie
METAANBI

SPECIFICATIONS f HOPMBI

RESULTS / PE3YJIbTATBL

Pure blue color should be observed (without a
violet hue). / Jlomxso HabnogaTeca 4ACTO
CHHEe okpaiiBaHie {6e3 ¢UoIeToBOTO
OTTCHKA),

Complies / CooTBeTCTRYCT

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

Residue after evaporation /
Cyxoii ocraTok

Conductivity /
HIEKTPONPOBOIHOCTL

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

<0.00001% (<0.1ppm)

0.000 %

Not more than 25 pS/cm. /
He Gonee 25 MxCum/cM.

Extractable volume /
Hapnexkaemblii 00bem

Bacterial endotoxins /
BakrepHansHBIe YHAOTOKCHHEL

4 uS/cm./
4 MrCM/cMm.

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

| Not more than 0.25 EU/mL of water for

injections. / He 6omee 0,25 E3/Mn Boge! And
HHBSKLHH.

i Sterility / CrepuanHoCTh

I- Packaging / ¥Ynakoska

Should be sterile. / JlomkHa GBITE cTEpHABHOH.

[ 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. /
ITepBrUYHAd v IAKOBKE

Mo 2 mut pacreopuTesis (BONA BN HHBEKIHIT) B
aMmmysry w3 Oecupernoro crekna, thm 1. Ha
BepxHell WacTH aMITynel  HaHeceHa ToudKa
pasioMa OpaHKeBoTo LBETA.

" Shelf-life / Cpok roanocTu

5 years. /5 ner.

Assessment: / 3axmoueHue:

#1 on 25.04.2023 /
Cepus COOTBETCTBYET TpedOBaHHAM HOPMaTHBHOTO nokyMeHTa JIC-000295-160721,
HzmMenenne Nel ot 25.04.2023.

2ml/
2 M

<0.25EU/mL/
<025 E3/ Mn

Sterile / CrepunsHO.

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. /
[TepByaHAA VIIAKOBKA

ITo 2 mn pacreopurens (Boja O7A
VIRBEKLHH) B aMITyJTY H3
becupetnoro crexna, tvn 1. Ha
BEPXHEH uacTh aMIyNEl HaHeceHa
TOYKE PAIOMa O[AHKEBOTO LIBETA,

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

A Ir Ethemoglu

I:.. |‘I -
Quality C(} aﬁﬂ'\iupervisor
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R GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIU3A

Name of Product/
HanmenoBanHe npenapara

Water for injections (solvent) /

Bopa ana NHbEKOMi (PacTBOPUTE/Ab)

Batch no./ Homep cepun 4213
Amount of product per batch / Pazmep o 90412
cepru
Date of Control / /laTa anaamsa 02/2025
Manufacturing date / lata npomzsoactea @ 10/2024
Expiry date /AaTa OKOHYAHHA CPOKA ;092029
FOJHOCTH
Water for injections (solvent} / Bona naa nanexunii (pacrsopurenb)
~ TESTS / HOKA3SATEJW SPECIFICATIONS / HOPMBI

Description /Onucanne

Clear, colourless liquid without odor. /
TTpospaunas GecliBeTHasA KUAKOCTE Ge3
3anaxa.

Particulate matter / MexaHH4YecKHe BKJIWYeHAS

Visible particles /
Buoumvie vacmuypl

Sub visible particles /
Hegudumuie vacmuybi

>10 pm particles /
gacTHi pazMepoM = 10 MxM

=25 um particles /
YacTHL pa3MeEpoM = 25 MKM

Acidity and alkalinity /
KucaoTHOCTE M IEN049HOCTD

Should be absent. / Jlon&Hb1 OTCYTCTBOBATE.

RESULTS / PE3YJIbTATBI
Complies / CootBercTBYeET

Absent / OteyTeTByloT

Not more than 6000 particles per ampoule; /
He Bonee 6000 Ha aMmyy;

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

Test sample should pass the test. /
Hcneiryemserit ofpazel JoKeH BEIIepKUBATH
MCTILITAHHE.

Reducing substances /
Boccranapausaromyie
BellecTBa

Carbon dioxide
Yraepoga AHOKCHI

Test sample should pass the test. /
Hcnwiryemslii odpasel 101KeH BHIEPKHBATL
HICIHBITAHHE.

10

Complies / CooTsercTByeT

Compties / CooTBeTCTBYET

No turbidity should be observed within 1 hour.

/ He momxuo ObITh HOMYTHEHUS B TEYEHHE
1 yaca.

Chlorides/ X.10pnanb1

Nitrates and Nitrites/

HutpaTthi 1 HHTPHTLI

Sulphates / Cyssdatnl

" Ammonium / AMMOHHil

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

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

Complies / CooTBercTBYET

<_0.5ppm

<0.00002% (<0.2 ppm) |

No turbidity should occur within not less than
1 h. / B TeucHue Be MeHee | vaca He JOKHO
HaOM0IATECS TIOMYTHEHHE,

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

Complies / C_OOTBeTCTByeT

<(.6 ppm
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EGENsENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIHU3A

' TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMbI

Calcium and magnesium /
Kaanumii 1 Marami

Pure blue color should be observed (without a
violet hue). / omxHo Habm0OAATECA YHCTO
cHHee okpalurBanue (bez guonerororo
OTTEHKA).

Heavy metals/ Taxeanie
METAJLIBI

Residue after evaporation /
Cyxoii ocTaTok

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

RESULTS / PE3YJLTATHI
Complies / CooTBeTCTBYET

<0.00001% (<0.1ppm)

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

' Conductivity /
DNEKTPONPOBOIHOCTD

Extractable volume /
H3sJaeKaeMblii 00bem

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

0.000 %

4 uS/em./
4 MrCm/cm.,

Not less than label claim (not less than 2 ml). /
He MeHee HoMuHATEHOTO (HE MeHee 2 MaT).

}
Bacterial endotoxins /
bakTepHaabHbIe 3HN0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He donee 0,25 E3/Mn BoakL Al
HHBHCKIHN.

2ml/
2 MI

<0.25EU/mL/
<025 E9/Mn

Sterility / CrepnasnoeTh

Shouid be sterile. / Jlomkra 621Th cTEpHIBHOR.

Packaging / ¥nakoBka

Shelf-life / Cpok rognocTn

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. /
[lepBruHad v MAKOBKA

ITo 2 mn pacTBopuTens (Boaa A HHBEKUMIL) B
amnyny u3 OccrserHoro crekna, TMO 1. Ha
BEPXHEH 4YacTH aMMylbl HaHECeHa TO4Ka
paznoMa OPAHKEBOTO LBETA.

Sterile / CrepinbHO.

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. /
[NeppuyHan ¥ IAKOBEA

Ilo 2 Ma pacteopurena (Bofa A/
WHEEKIMH) B aMmmyny — H3
gccnperHoro crexna, THn B Ha
BEPXHEH 4acTW ammyjibl HaHeceHa
TOYKA [A3710Ma OpPaHKEBOro LBETA.

_L 5 years. / 5 ner.

Assessment: / 3axioueHue:

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

#1 on 25.04.2023 /

Cepus cooTBercTBYeT TpefoBaHHAM HOpMaTHEHOrC JokyMmeHTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

_ Alif Ethemoglu
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Quality f;',p_fﬁ'r'bf Supervisor
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