CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIN3A

Name of Product/
HanmenoBaHHe mpenapara

Batch no./ Homep cepun

Amount of product per batch /
PazMmep cepun

Date of Control / lata aHann3a

Manufacturing date / Jlara
NIPOH3BOICTBA

Expiry date /{aTa okoHuaHus
CPOKA FOJIHOCTH

TESTS / MOKA3ATEJH

Appearan_ce / Onncanne

Identification / MogMHHOCTL

Tenoxicam by HPLC /
Texnoxcuxam (BIXKX)

Tenoxicam by UV-

spectrophotometry / Tenoxcurxam

| Vo

CHEKMPOHOMOMempPUTeCcKiil)

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPE/I®, mnoduansart 1,8 MPHTOTOBIEHUN PaCTROPA A

HHbexnHii, 20 Mr
25C03001A

41.313,000

05.2025
04.2025

03.2028

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJBbTATBI

Yellow with greenish tint lyophilized powder. /
JTHOPHANIMPOBAHHEI  TOPOIIOK  JKENTOro ¢
3CICHOBATHIM OTTEHKOM LIBETA.

The retention time of tenoxicam Eeak 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)). / Bpemsa
YJCPKUBAHHA NHKAa  TEHOKCHKaMa HAa
XpOMaTorpaMme HCITHITYEMOTO pacTBopa
LOIDKHO COOTBETCTBOBATE BpeMeHH
VI KHBAHHsA KA  TEHOKCHKAMA Ha
XPOMATOIPaMME CTaHOAPTHOTO DAcTBOpa (CM.
«Poncreennsle MPHMECHY, onpefeneHne
6IHHHYHBIX TIpUMeced H CyMMEl TIpHMecei
(254 1m)).
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). / Vd-cuexrp
TOTICHICHHA HCTIBITYEMOrO pacTBopa,
TIPHTOTOBICHHOTO a1 KONHYECTBEHHOTO
onpenenenud, B obmactn ot 230 HM mo 400 am
IOIDKEH HMMEeTH MaKCHMYMEI TIPH YIHHAX BOJIH
257 £ 2HmM, 285 + 2uM u 368 £ 2HM (oM.
«KonmiecTBenHoe onpeneieHue TEHOKCHKAMA» ).

Complics / CooTBeTcTRYET

Complies / CooTBeTcTBYST

Complies / CootsercTRYET
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / HOKA3ATEJIN

SPECIFICATIONS / HOPMBI

| RESULTS /

PE3YJBTATHI

* Sodium metabisulfite /
Hampun memabucynrsghpum

| Dissolving time / Bpemsi
pacrBoOpeHnst

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 yaepauBanus muka
natpus MeTabucyneduTa HA XpoMaTorpaMMe
HCIIBITYEMOTO pacrtBopa IOJDKHO
COOTBETCTBOBAT, BPEMEHH YASpIKHBAHMS [THKA
HaTpuad MeTabMCyNbuTa Ha XpoMaTorpamMMe
CTaHAapTHOTO pactBopa (cM. «KommuecrsenHoe
OTIpENENcHAC HaTpUg MeTabHCyNbhuTay ).

Not more than 60 seconds. / He 6onee 60
CEKYHL.

Complies / CooTBercTRYET

17 sec/ 17 cex

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJICHHOT) PACTEOPA

of undissolved particles and visible particulate
matter. The solution should be clear. / TIpenapar
AOIKEH  PACTBOPATHCA HONHOCTLIO c
OTCYTCTEMEM HEPacTBODEHHBIX dacTHm, ez
BHIMMBIX MEXAHHUECKHX BKMIoueHmil. Pactsop
JI0IDKEeH GBITH MPO3PAUHBIM.

The product should dissolve completely without

Complies / CooTBeTcTBYET

' Solution clarity /
IIpo3pagHoceTh pacrBopa

Solution Color /
IlBeTHOCTE pacTROpa

pH

Particulate matter / MexanndecKkHe BKIIOYUEHHHA
1

Visible particles /
Buoumste vacmuyw

Subvisible particles /
Heeauoumbie vacmuywl

>10 pum particles/
Yactuu pazmMepom = 10 MM

=25 um particles/
YacTun pasMepoM = 25 MEM

The product solution should be clear. / Pacteop
npenapara A0IKeH ObITh IPO3PaTHEIM.

| Complies / CooTBeTCTBYET

The product solution should not be more
intensively colored than the reference solution
GY. / CreneHb 0kpacku pacTBopa rpenapara He
JICIKHA PEBRIIATE 3Tancd GY ).

Comptlies / CooTBeTCTBYET

| 7.51010.0. /01 7,5 no 10,0.

Should be absent/ JEomkHsI 0TCYTCTBOBATE

Not more than 6000/vial; /
He 6omee 6000 na gnakon;

Not more than 600/vial. /
He 6omee 600 Ha dmakoH.

9.1

Absent /OTcyTCTBYROT |

14/ vial
14 / dmakon

0/ vial
0/ pnaxon ‘
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CERTIFICATE OF ANALYSIS/ CEPTH®HKAT AHAJIN3A

TESTS / IIOKA3ATEJIHA

SPECIFICATIONS / HOPMbIL

Related substances / PogcTeEeHHBIe npUMecH

RESULTS/

2-aminopyridine /
2-aMUHOTI PHIOHH

Individual unidentified impurity /
Enunuunag
HEANEHTH(MITHPOBAHHAL NPHMECE

Total impurities /
Cymma mpeMeceii

Uniformity of dosage units /
OnHopoanocTs T03HPOBAHAA

. Water _fBo,ua

Bacterial endotoxins /
bakTepuaibtbie 3HAOTOKCHHDI

| The Acceptance value (AV} should be not more

Not more than 0.5 %; / He Gonee 0,5 %;

Not more than 0.5 %; / He Gonee 0,5 %;

Not more than 1.0 %. / He donee 1,0 %.

Not  detected /
obHapyxena

<0,05

<0,05

PE3YJBTATHI

/" He |

than 15.0. / Tlokasatens mpuemiemoctH {AV)
nokeH OpITh He 6omee 15,0.

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

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 EQ/Mr reHOKCHKAMA.

Sterilﬂ /Crepnabnocts

Should be sterile. / Joxxer OBITE CTEPUIIBHBIM. |

AV=3.6 (n=10)

0.7%

<0.128 EU/mg /
<0.128 E3/ mr

" Sterile / _CTGPI/]JICH

Assay / KonuecTBenHoe onpenenenie

Tenoxicam / Tenoxcurxam

| 90.0% to 110.0% of CisHiN304S; (tenoxicam)

of label claim. / Ot 90,0% mo 110,0%
Ci3H11Ns048; (TeHOKCHKaM) OT HOMHHAIBHOTO
COHepanys.

" Sodium metabisulfite /
Hampusa memaducyasghum

101.1 %

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% no 110,0 % Harpua
MmeTaducynbdHTa oT HOMHHAIIBEHOIO |
COTEpHanMs.

101.9 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

 TESTS / IOKA3ATEJIN

SPECIFICATIONS f HOPMBbI

- Package / ¥Ynaxosxa

| Shelf-life/ Cpok ronnocTu

RESULTS / PE3YJbTATEHI |

Primary package

| 20 mg of the tenoxicam in a colorless

| KONIavxa.

glass vial type | stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[epBHanast v nakoBKa

Fo 20 Mr TeHokcukama Bo ¢nakoH u3

GeciBeTHOTO CTeKna THI I,
YKYIOpEHHBIH npobKroi H3
OpomOyTunoBolf  pesuHBl,  oGKaTOM

AIIOMAHHUEBBIM KOIMAYKOM ¢ KOHTPOJICM
oepBoro  BCKPBITHA W IIACTHKOBBIM
JHHACKOM NOBEPX AMOMHHHEBOTO

3 years. / 3 ropa.

KIT / KOMILUIEKT

TESTS / IOKA3ATEJH
Kit package / YnakoBka
KOMILIEKTA

SPECIFICATIONS / HOPMEI
Secon ackage

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. /

BroputuHad viiakobka

'Ilo 3 ¢makoHa c¢ mnpemaparoM H 3

aMIIYJIBL C PACTBOPHTENEM TIOMEIIAIOT B
KACCeTY M3 MOIHBHHITXJIOPHU/IA.

1 xacceTy BMecTe ¢ MHCTpyKUHel 1o
MPUMEHEHUID NOMEINAIOT B DAYKy
KAPTOHHYIO.

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. /
TlepBHUHASA YIIAKOBKA

Ilo 20 Mr Tenokchkama BO QUIAKOH M3

GecrseTHOrO CTekIa THIT I,
YKYIIOPEHHBIH podroft 3
OpoMOYTINIOBOH  pesmHbl,  O0KaToil

ATICMHAHHEBBIM KONMAYKOM ¢ KOHTPOJIEM
OEPBOTC  BCKPBITHA W IUIACTHKOBBLIM

JIHCKOM NOBEpX ATFOMWHHEBOTO
| KOJmauKa. -
RESULTS / PE3YJIbTATBI

Secondary package
3 wvials 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. /

BroprvHas ymakoBka

Ilo 3 ¢unakoHa ¢ npenapatoM u 3
aMITYNBl ¢ PACTBOPHTEIEM TTOMEIIAIT B
KacceTy M3 IIONHBHHWIXTOpHZA. |
KacceTy BMECTe ¢ MHCTPYKIMeH 1o
OPHMECHEHMIO TOMEIAIT B MauKy

| KapTOHHYTO.
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CERTIFICATE OF ANALYSIS / CEPTHO®OUKAT AHAJIHU3A

' Labeling/ MapxkHpoBKa According to the ND. / B cooterctemi | Complies as prescribed / CooTBercryer |
C HOPMaTHBHOH NOKYMCHTAIINEH. TpeboBaHHAM
Kit storage / | For confipuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

Xpauenue KoMniexTa In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

Jlna vrakosku 1o 3 duraxona ¢ IpenapaToM u 3 aMivIIEL ¢ PACTRONHTCICM B
Kaccere:

B opurusaneHoii ynaxkoBke ((UIakOHEI ¢ NPENapaToM U aMITyMbl C PACTBOPHTENEM B
navke) NpH TeMIIepaType He Beiuie 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox roasocTi kxovmjiexta | human use. / 3 roga. CpoK TOZHOCTH KOMILIEKTA ONPEENIETC CPOKOM TOIHOCTH
JIEKapCTBEHHOTO TIPETApaTa /Ul MEIHLMHCKOTO IPHMEHERHS.

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepusa cooTBETICTBYET TPeOOBAHNAM HOPMATHBHOTO A0KyMenTa JIC-000295-
160721, Hamenenwe Nel or 25.04.2023.

API name (INN) / nHaumeHoBanne A®C (MHH): | Tenoxicam / Tenokcukam
API manufacturer batch number / ' 92044624

Homep cepun nponsBoanrens ADC:
FP Manufacturer API Batch number / 25117182
Homep cepun cybctannum nponssogatenn [JId: |
API Manufactured by & country / Edmond Pharma S.r.L., [taly /
IpousBoaurens A®C, cTpaHa: Jamona @apma, C.p.JL., Hranua

Quality Control Supervisor
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®OUKAT AHAJIN3A

Name of Product/ :  Water for injections (solvent) /
Haumenosanue npenapara Boja a7 MHECKIH (PACTBOPHTEb)
Batch no./ Homep cepau ;o 4218

Amount of product per batch / Pazmep ;89418

cepHH

Date of Control / JaTa anaauza : 1172024

Manufacturing date / Jara nponssonerea  : 09/2024

Expiry date //laTa oxonuanus cpoxa ;082029

TOIHOCTH

Water for injections (solvent) / Boga nia nabexunii (pacTBopHTEb)

TESTS / IIOKA3BATEJH | SPECIFICATIONS / HOPMbBI RESULTS / PE3YVJILTATHI
Description /Onneanne Clear, colourless liquid without odor. / Complies / CooTBeTcTBYET
IMpo3paunas SecuBeTHas KUIAKOCTE He3
3amaxa.

Particulate matter / MexannuyeckKHe BKJIIOYEHHA

Visible particles / Should be absent. / JJom&HBI OTCYTCTBOBATE. ] Absent / OTcyTcTBYIOT
Buoumwie yacmuys
Sub visible particles/
Hesudumere wacmuyer
>10 pm particles / Not more than 6000 particles per ampoule; / 1
yacTan pasmepoM > 10 MxM | He Gonee 6000 ma amryity;
=25 pm particles / Not more than 600 particies per ampoule, / 0
gacTall pasmepom > 25 mkm | He 6onee 600 ra ammymy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KnciaoTHocTh H LIEI04HOCTD Hcnsiryemnlii oOpaseit A0InKkeH BEIePRUBATE
HCTIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / COOTBerc;Byer o
BoccranaBaMBalol e HcnpiTyemetit o0pasen 10MKEH BhIIEPKUBATh
BELECTBA HCIIBITAHAE.
Carbon dioxide No turbidity should be observed within 1 hour. 1] Complies / CooTBeTCcTBYET
Yraepoga nHoKcH / He nomxHo OBITH MOMYTHEHHA B TEYEHHES
1 gaca.
| Chlorides/ XJoopuani - 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 ppm)
HuTpaThl ¥ HHTPHTBE He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cyandatsi No turbidity should occur within not less than | Complies / CooTReTCTBYET

1 h. /B TeyeHne He MeHee | Yaca He TOMKHO
HabrOnaThCA HOMYTHEHHE.

Ammonium / AMMouuii Not more than 0.6 ppm. / He Gonee 0,6 ppm. <0.6 ppm
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EGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNH3A

| TESTS/HOOKA3ATEJIH

SPECIFICATIONS / HOPMbI | RESULTS / PE3YJBTATHI

| Calcium and magnesium /
Kanbuuii u maranii

Pure blue color should be observed (without a . Complies / CooTBeTCTBYET
violet hue). / JomxHo HaOMOOATECS YUCTO
CHHee oKpanmBasne (O0¢3 gpuoneToBoro

OTTEHKA).
' Heavy metals/ Tsxennie Not more than 0.00001 % (0.1 ppm). / . <0.00001% (<0.1ppm)
| MeTaJJbl He Gonee 0,00001 % (0,1 ppm).
| Residue after evaporation / | Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/cm. / 7 uS/cm./
DReKTPONPOBOINOCTD He Gonee 25 MmxCwu/cmM. 7 MECM/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hzpackaemerii 06bem He Meree HOMHHANEHOTO (HE MeHee 2 MIT). 2 M1
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EBU/mL/
BakTepuaaLubIe SHI0TOKCHHBI | injections. / He Sonee 0,25 ES/mn Boaw juist <0.25E2/mMn
HHBEKITHIHA.
Sterility / CrepaabsocTh Should be sterile. / JJomkHa GBITE CTSPHIIBHOH. Sterile / CrepunnHo. N
Packaging / Ynaxogka Primary package Primary packagg
2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type ] with an orange one-
INepprynas viiaxoBKka point-cut at the top of the ampule. /
ITo 2 Mn pactBopuTens (Bojaa jna nHbekuil) B | [lepBuunad ymakoBka

| Shelf-life / Cpok rogHocTH

Assessment: / 3akmoucHHAe:

ammyny u3 Geciigerdoro creina, tan 1. Ha | Ilo 2 mn pacteopurens (Boma And
BEPXHCH uacTH  amITynbl HaHECeHa TOYKA | HHBEKIIHL) B aMIoyny W3
PazioMa OPaHKEROI0 [IBLTA. GecuperHoro crexna, THD [ Ha
BEpXHCH TUacTH aMmyibl HaHECEHA
TOUKa PasloMa OPAHKEBOTO HBeTa, |

5 years, / 5 ner.

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

CepHs COOTBETCTBYST TPeOOBaHUAM HOPMAaTHBHOTC fokyMmenta JIC-000295-160721,
Hsmenenne Nel ot 25.04.2023.

‘Ali Ethemoglu

Coptrol Supervisor

o'y
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(Y GENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /

HaunmeHoBanne npenapara Boaa A4 HHBbEKOHH (PACTBOPHTEAR)

Batch no./ Homep cepun 4219

Amount of product per batch / Paimep 89252

cepuH

Date of Control / Jara anannsa 11/2024

Manufacturing date / Jlata nponspogersa 09/2024

Expiry date /laTa okonuasnn cpoka 08/2029

TOAHOCTH

Water for injections (solvent) / Boga ni1a nubexunii (pacrsoputens)

. TESTS / TOKA3ATEJIHA |l SPECIFICATIONS / HOPMEIL

Description /Onncanne Clear, colourless liquid without odor. /

Tlpospaunan GeclupeTHas KHIKOCTD 63
3ammaxa.

[ .
Particulate matter / Mexannueckue BKIIOYeHHA

Visible particles /
Buoumvie wacmuybl

Sub visible particles /
Hegudumsie vacmupi

=10 um particles /

=25 um particles /

HACTHIL pazMepoM = 25 MEM

Should be absent. / JlomKHbL OTCYTCTBOBATb.

Complies / CooTrercIBYCT

RESULTS / PE3YJIBTATBI

Absent / OrcyTeTBYIOT

Not more than 6000 particles per ampoule; /

qacrrn pasmMepom = 10 MM | He Gomnee 6000 Ha aMmyay;

Not more than 600 particles per ampoule. /
He donee 600 Ha amnydy.

Acidity and alkalinity /

KHeaoTHOCTD H IIEJIOYHOCTS

Reducing substances /
BocceTaHABIHBANIHE
BELECTBA

| Carbon dioxide
¥Yraepoaa AMOKCHA

Test sample should pass the test. /
HcneiTyeMblii o0pazell JOMKEH BEIICPKHBATE
HCTIRITAHNE,

Complies / CooTreTcTBYCT

Test sample should pass the test. /
UcnsiTyemblil obpasen HomkeR BEISPKHBAT
HCTIBITAHHE.

Complies / CooTBeTCTBYET

/ He momxHO GBITh TOMYTHEHHA B TeUeHHE

HuTpaThi H HATPATHI

Sulphates / CyabdaTbl

1 yaca.
| Chlarides/ Xnopuasl Not more than 0.5 p_pm. / He Gonee 0,5 ppm.
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). /

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

No turbidity should be observed within | hour.

Complies / CoorBeTcIBYET

<().5ppm
<10.00002% (<0.2 ppm)

; No turbidity should occur within not less than
1 h. /B Teuenne He MeHee 1 yaca He NOMKHO
HAGMOATHCA IOMYTHEHHE.

Complies / CooTBeTcTBYET

Ammoninm / AMMoHHIE

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

<06 ppm
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Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TESTS / TIOKA3IATEJIN

SPECIFICATIONS / HOPMbI

' Calcium and magnesiezm /
Kaabum# u Marumui

Pure blue color should be observed (without a
violet hue). / fomkro HaOIIOAATECH YHCTO
CHHEE okpamuBanke (Oe3 (pHoneToBoro
OTTEHKA).

Heavy metals/ Tsxennie
MeTANIbI

| Residue after evaporation /

Cyxoii ocTarox

| Sterility / CTepuannoets

Conductivity /
IAEKTPOIPOBOJHOCTD

| Not more than 25 uS/em. /

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

RESULTS / PE3YJIBTATEHI

Complies / CoorseTcTBYET

<0.00001% (<0.1ppm)

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

0.000 %

He Gonee 25 MxCm/cM.

Extractable volume /
H3paekaemblii 00mem

‘Bacterial endotoxins /

Bamepnaﬂbﬂue JHAOTOKCHHBL

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHATIBHOTO (He MeHee 2 M),

5 uS/cm./
5 mrCwm/cM.

2ml/
2MI

Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 ED/Mn Boas! ans
HHBEKIHH,

'_Packaging / ¥nakoska

Should be sterile. / JHomxua OBITH CTEpUNEHOL. il

<0.25EU/mL/
<025E3/Mn

Sterile / CrepaneHo.

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. /

llepBuunas \ nakoBKa
ITo 2 mMi1 pacTBoOpuTETA (BOJA AN HHBEKUMWI) B

aMryny m3 OecrnperHoro crexna, THn 1. Ha
| BEpXHEI YaCTH aMITyJBl

pasioMa OpaHKEeBOro HBETa.

Shelf-life / Cpox rognocTn

5 years. / 5 ner.

Assessment: / 3axmouenye:

HaHeCCHa TOYKa

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. /

[TepsruHAas | IAKOBKA

IMo 2 M1 pactBopwTens (Boja s
3
OecnpetHoro crekna, tan 1. Ha
BepXHel 4acTH amIlylbl HaHeceHa

HWHBEKIMH) B aMITyITy

TOYKA [A3IOMA OPAHKEROIO 1BETA. |

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepus cooTBETCTBYET TpeOoBaHHAM HOpMaTHBHOTO nokymeHTa JIC-000265-160721,
Hsmenenne Nel ot 25.04.2023.

A / themoglu

Qual%[ Supervisor
{0
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(R GENSENT

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIU3A

Name of Product/
HanMeHnoBaHue mpenaparta

Water for injectiens (solvent) /

BoJja AnA HHbeKUMii (DAacTBOPHTEb)

Batch no./ Homep cepun 42110
Amount of product per batch / Paamep 90780
cepHH
Date of Control / Jara anannza 11/2024
Manufacturing date / Jata nponssonersa :  09/2024
Expiry date //laTa oxoHMaHHS CpoKa : 08/2029
roAHOCTH
Water for injections (solvent) / Boga 119 nubeKIRii (pacTBOpHTEND)
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMBI

Description /Onncanne

Clear, colourless liquid without odor. /
IpospavHas GecOBeTHas KHOKOCTE O3
3amaxa.

RESULTS / PEIYJBTATHI

Complies / CoorseTcTBYST

Particulate matter / MexanH4yeckHe BKIIYEHHA

Visible particles /
Buowuste vacmubl

Should be absent. / [TomxHb OTEyTCTBOBaTI:.

Sub visible p:rrtz'cles /
Hesgudumvie vacmuysi

>10 pm particles /

Not more than 6000 particles per ampoule; /

uacrul] pazmepoM > 10 MM | He Gonee 6000 Ha ammyny;

>25 pm particles /
YACTHI pazMepoM = 25 MEM

Not more than 600 particles per ampoule. /
He 6omnee 600 na amMmyny.

| Acidity and alkalinity /
| KHeaoTHOCTE M e I0MHOCTE

Reducing substances /
Bocceranasansaomme
BEIIECTRA

Test sample should pass the test. /
Henerryemeiit oOpazel] Zo/bKeH BhIIEpKUBATh
HUCTIBITAHHE.

| Absent / OTCYTCTBYIOT

Complies / CooTBeTCTBYET

Test sample should pass the test. /
HcnpityeMpiii 00pasen A0MKCH BHICPKUBATE
HCTIBITAHHE.

Complies / CooTBeTcTBYET

Carbon dioxide
¥Yraepoaa aHoKeMa

No turbidity should be observed within 1 hour.
{ He nonxHo GBITE IOMYTHEHHA B TEUEHME
1 yaca.

Chlorides/ Xnopnani

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

| Nitrates and Nitrites/
HuTtparts! H HHTPHTBI

'Eulphates / Cynsdarsl

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

Complies / CooTBeTcTBYCT

<0.5ppm

<0.00002% (<0.2 ppm)

| No tarbidity should occur within not less than
1 h. /B TeueHue He meHee | Maca He TOTDKHO
HaOMOAATECA MOMYTHEHHE,

Ammonium / AMMorwnii

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

Complies / CooTBeTCTBYET

<{).6 ppm




n
R GENSENTH

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

| TESTS / MOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

| Calcium and magnesium /
| Kaneuuii 4 Maramii

Pure blue color should be observed (without a
violet hue). / Jlomkno Habntomateea 9HCTO
cuHEe oKkpatBaHie (6e3 duoneTororo
OTTEHKA).

Heavy metals/ Ta:xennie
MCTANIbBI

| Residue after evaporation /I
Cyxoii ocTaTox

Conductivity /
JAeKTPONPOBOJHOCTD

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

RESULTS / PE3YJIBTATEI
Complies / CooTBeTCTBYET

<0.00001% (<0.1ppm)

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

0.000 %

| Not more than 25 pSfem. /
He 6onee 25 MxCwm/cM.

Extractable volume /
HMszpaexaemorii odbem

Bacterial endotoxins /
BakTeprHanbHEIC YHAOTOKCHHBI

Not less than label claim (not less than 2 ml). /
He MeHee HOMMHATIEHOTO (He MEHee 2 MJI).

5 pS/cm./
5 mrCu/cm.

2ml/
2 M1

| Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mm Bonst s
HHBEKLHI.

' Sterility / CrepuabHocTS

Should be sterile. / JJomxna ObITE cTEpUIBHOI,

 <025EU/mL/
<025E2/Mn

Sterile / CtepunsHo,

' Packaging / Yirakosxa

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. /
[epsuuHas y TaKOBKA

[To 2 mMn pacTeOpuTens (Boda INA HHEBEKIHH) B
amIyily u3 OecuserHoro crekna, THn I. Ha
BepXHell WACTM aMITyNHl HAHECEHZ TO4Ka
PA3NOMA OPAHKEBOTO LIBETA.

Shelf-life / Cpox roasocTn

3 years. / 5 ner.

Assessment: / 3aKToUeHHE:

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. /
IlepBryHad y DAKOBKA

Ilo 2 ma pacteoputens (Boga Ans
HHBEKIMU) B aMIyny — W3
GecrserHoro crekna, Tun I, Ha
BEPXHEH vacTh aMmIyJbl HaHeceHa

| TOYKa ['a3JIOMa OPaHKCBOTO LIBCTA. |

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

#1 on 25.04.2023 /

Cepust coOTBETCTBYET TpeOOBAHHAM HOPMAaTHBHOTO Aokymenta JIC-000295-160721,

H3menenme Nel ot 25.04.2023.

Ali Ethemoglu

Qrfali!ys(.'ﬂntrol Supervisor
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