CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Name of Product/
HanmeHnoBanue npemapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / Mara ananuza

Manufacturing date / lara
NpPUH3BOACTBA

Expiry date /1ata okonyanust
CpOKa TOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPE/J®, 1uohHIH32T I8 PHTOTOBIEHHS PACTBOPA IJIs1

HHBeKnmii, 20 Mr
25A00811A

41.478.000

02.2025
01.2025

12.2027

TESTS / MOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS /

_Appearance / Onucanue

Tdentification / HogauuHoCTE

Yellow with greenish tint lyophilized powder. /
JInodwmA3UpOBaHHEI MOPOIHOK KEITOTO ¢
3e/IEHOBATEIM OTTEHKOM LIBETA.

Complies / CooTBeTCTBYET

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Y-
cHEKmpodomomempuneckui)

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
yIepKHUBAHAA MHKa  TCHOKCHKaMa  Ha
XpOMaTOrpaMme UCIBITYEMOTO pacTBOpa
TOIBKHO COOTBETCTBOBATE BpEMeHH
yIOepaHBaHMA THKA  TEHOKCHKaMa  Ha

XpoMaTorpaMMe CTaHJIapTHOrO pacTBopa (CM.

«PoncTeeHHbBIC TIPHMECHY, olpefieIcHIe
SIUHMYHBIX TpuMecell W CYMMBI npumece
(254 5M]).

Complies / CooTBeT¢TBYET

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
10 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam™ fest). / V®-cmextp
TIOTNIOLICHHSI HCTIBITYEMOTO pacTBopa,
NPHTOTORIEHHOTO IS KOAHUECTBEHHOrO
oupenencHud, B obmacru or 230 av mo 400 HM
IOMKEH UMETH MAaKCHMYMEBI TPH JUIMHAX BONH
257 = 2nm, 285 + 2uM u 368 £ 2HM (oM.
«KonuiecTreHHOE ONpeNeNeHUE TCHOKCHKAMAN ).

Complies / CooTBercTBYET

PE3YJBTATDHI
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS / MOKA3ATEJIHU

Sodium metabisulfite /
Hampusa mematucyrshum

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIbTATHI

' Disselving time / Bpemn
PACTBOPEHHS

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO PACTEOPA

Solution clarity /
ITpospaunocTh pacTBOpa

The retention time of Sodiuvm 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. / Bpemst y/epRuBaHAs MHKA
HaTpHsi MeTabHCYNbdHTa Ha XpoMarorpaMme
HCIIBITYEMOT0 pacTBopa TOJDKHO
COOTBETCTBOBATH BPEMEHH Y/CPKHBAHHS IHKA
HaTpus MeTalbucynn(uTa Ha XpoMarorpamme
CraHgapTHOTo pacTtBopa (cM. «KomnuuecTseHHoe
OMNpelelicHI e HATPHA MeTabHCYIB(uTan ).

Complies / CooTBeTCTRYST

Not more than 60 seconds. / He ©Gomee 60
CEKYH/I,

| The product should dissolve completely without .

of undissolved particles and visible particulate
matter. The solution should be clear. / ITpenapat
JOJDKEH PacTBOPATECA NOJHOCTBI) c
OTCYTCTBHEM HCPACTBOPEHHBIX dacTHU, Ge3
BHAMMBIX MEXaHHYECKHX BKTIOUeHHH. Pactsop
I0;DKeH OBITH TIPO3PaYHbIM.

The product solution should be clear. / Pacteop
Tpenapara A0/KeH ObITh IIPO3payHbIM.

21 sec/21 cex

Complies / CootBeTCTBYET

Complies / CooTBercTBYET

Solution Color /
liBeTHOCTH pacTBOpa

The product solution should not be more
intensively colored than the reference solution
(GY . / CTenens oxpacKel PacTBOpa IIpenapara He
JOIDKHA TIPeBbINaTh a1anod GY,

Complies / CooTBetcTByeT

" pH

| Particulate matter / MexaHHeckHe BRIIYEHHS

7.5 10 10.0. /Or 7,5 no 10,0.

Visible particles /
Budumvie vacmuyor

Subvisible particles /
Hegudumuie yacmuyor

=10 pm particles/
Yacruig pazmMepon = 10 MeM

=25 um particles/
Yactur pazmepoM = 25 MKM

8.9

Should be absent/ JloxKHBI 0TCYTCTBOBATE

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

Not more than 600/vial. /
He tonee 600 na duaxom.

Absent /OtcyTcTBYIOT

33/ vial
33 / dmakon

1/ vial
1/ dmakon
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / IOKA3ZATEIHA

SPECIFICATIONS / HOPMBI

Related substances / Pogcreenneie upamecn

2-aminopyridine /
2-aMHHOTIHPHIHH

Individual unidentified impurity /
Enumnunas
HEWHEHTHQUIHPOBAHHAA TIPHUMECE

Total impurities /
CyMMa npumMecei

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

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

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

RESULTS /
PE3YJILTATHI

| Not detected / He

obHapyxeHa

0.05%

0.05%

Uniformity of dosage units /
O/HOPOAHOCTE J03UPOBAHHSA

Water /Bona

Bacterial endotoxins /
BakTepuaibnnie 3HI0TOKCHHBI

' Sterility /CrepHabHocTE

The Acceptance value (AV) should be not more
than 15.0. / INoxasatens npuemiemocta (AV)
AomKeH ObITh He Oonee 15,0.

Not more than 3.0 %. / He Gonee 3,0 %.

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

| Should be sterile. / JoJKeH DBITh CTEPHITBHBIM. B

AV=34 (n=10)

0.9 %

<0.128 EU/mg /
<0.128 EB/ mr

Sterile / CTBp!ITIeH 1

Assay / Konn4ecTBeHHOe ollpegenenne

Tenoxicam / Tenoxcuxam

| 90.0% to 110.0% of CisH1iN304S; (tenoxicam)
of label claim. / Or 90,0% no 110,0%
CisH1N3048; (TeHoKCHKaM) OT HOMHHAIBHOTO
COLCIIKAHES,

Sodium metabisulfite /
Hampun memaducyavhum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% mo 110,0 % Harpus
MeTabucynbhuTa oT HOMHHAILHOTO
CONCPAAHMS.

99.4 %

100.5 %
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIA3A

| TESTS/TIOKA3ATEJH

SPECIFICATIONS / HOPMbI

Package / ¥Ynaxoska

| Shelf-life/ Cpok roanocTn

| TESTS /TIOKA3ATEJH
| Kit package / VYmakoska
KOMILTEKTa

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. /
TleppHYHAA ¥ TAKOBKA

Ilo 20 mr TeHokcuKama Bo (MTaxoH U3

DeclBeTHOTO CTeKna THII 1,
YKYIIOPEHHEIH npodKoi u3
6pomOyTHnoBoif  pesmHbl,  o(xaToi

AJIFIOMHHHEBEIM KOJIMAYKOM ¢ KOHTPOJIEM
EPBOIO BCKPBITHA H IUIACTHKOBBIM

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. /
[leprutnag yIakoBka

ITo 20 Mr TcHOKCHKaMa Bo (IakoH 3

OecuBeTHOTO cTeKTa THI L,
YKYIIOpEHHBIH nipodkoii u3
OpoMOYTHIOBOH  pesuHEl,  oOxkaTOl

ANKOMHHHECBBIM KONNAYKOM ¢ KOHTPOJIEM
NEPBOrog BCKPBITHA H TUIACTHKOBBIM

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

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

BropuuHas vIlakoBka

Ilo 3 dumaxona ¢ mpemaparom w3
AMY/B! ¢ PaCTBOPUTENIEM TOMEIIAIOT B
KacceTy M3 IOIHBHHIUTXIOPHAA.

I xaccery BMecTe ¢ WHCTpYKImMeH o
NPHMCHEHHI0 MOMEIIAXRT B IIAYKY

KapTOHHYIO.

THCKOM MOBEPX ANIOMHHHEBOTO | QUCKOM TIOBEPX ANOMUHHEBOTO
KOJIITAYKA. KOJIIAYKA.
3 years. / 3 rona.
KIT / KOMILJIEKT
SPECIFICATIONS / HOPMBEI RESULTS / PE3YJBTATHI
Secondary package 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. /

Bropyynas vnakoska

[To 3 ¢makona c¢ npenaparom u 3
aMITylkl ¢ PACTROPHTENEM IIOMELIAIT B
KACcCeTy M3 NOMUBMHWIVOpHpa. |1
KacceTy BMECTe C HHCTPYKIMEH 110

NPUMEHEHHUI0 MOMEMAIOT B  Ma9Ky
| KAPTOHHYIO,
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CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIU3A

Labeling/ MapkupoBka According to the ND. /B coorsercreun | Complies as prescribed / CooTercTByeTr
¢ HOPMAaTHBHOH HOKyMeHTanuet. TpebopaHUsIM
Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

KPAREHYE KomIgIekTa In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

g,"lﬂ YOAKOBKH IO 3 _LI.IJ'[&KOH& C MpEenapaToM B 3 aMITyIBI ¢ PACTBONUTENEM B
KacceTe:

B opurunanesoi ynaxoke (pnakoHB! ¢ APenapaToM H aMITy:El ¢ PACTROPHTENSM B
[adke) [IpH TeMIepaType He Beime 25 °C,

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox rogHoctn komiiekTa | human use. / 3 rona. Cpok roqHOCTH KOMIIIEKTA OTIPEAEIIETCA CPOKOM TOAHOCTH
TIEKaPCTREHHOTO NPenapaTa A MEAHIHHECKOTO IPHMEHEHHS,

Assessment: / 3axmouende: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023./
Cepns cooTBeTCTBYCT TPeOOBaIAM HOPMATHEHOTO Aokymenta JIC-000295-
160721, UsMenenne Nel ot 25.04.2023.

| API name (INN) / nanmenosanne A©OC (MHH): | Tenoxicam / TeHokcrkam
API manufacturer batch number / 92003424
_Homep cepuu nponssoanres ADC: |
FP Manufacturer API Batch number / 24116304
Homep cepun cydcTannnn nponssogutens IJID:
| API Manufactured by & country / Edmeond Pharma S.r.L., Italy /
IIpomseoantens ADC, crpana: umong Papwma, C.p.JL, Hramus
|

Quality Control Supervisor

Emee Km—o\w&o

E é l‘“ 05.03,2075
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIU3A

RESULTS / PE3YJIbTATBI

Name of Product/ Water for injections (solvent) /
HaumeHoBaHHE TpenapaTa Boaa asa nHBEKIHI (PACTBOPUTEJIDb)
Batch no./ Homep cepusn 42D4
Amount of product per batch / Pazmep : 88984
CepHH
Date of Control / IaTa anannia 07/2024
Manufacturing date / Jlata mponsponcTrea  :  04/2024
Expiry date //laTa oKoHYaHHS CPOKA . 0372029
TOJHOCTH
Water for injections (solvent) / Bona ans mrbexnuii (pacTBOPHTED)
TESTS / [IOKA3ATEJA | SPECIFICATIONS / HOPMBI
Description /Onucanue Clear, colourless liquid without odor. /

Tpozpaunas deciBETHas KUIKOCTE (3
3amaxa.

Particulate matter / MexaHHMecKHe BKIKOYEHHS

Complies / CooTpetcTBYET

Visible particles / Should be absent. / JJomKHBI OTCYTCTBOBATS. Absent / OTcyTCTRYIOT
Buoumwie vacmuyw |
Sub visible particles / |
Heeudumere vacmuye:
I >10 pum particles / | Not more than 6000 particles per ampoule; / 21
vacriy pazMepoM > 10 Mxm | He Oosmree 6000 na aMnymy;
Not more than 600 particles per ampoule. / 0

=25 pm particles /
YacTHL, Pa3MepoM > 25 MKM

Acidity and alkalinity /
KHCIOTHOCTE H MIEJI0YHOCTD

1

He Oonee 600 Ha ammymy.

Test sample should pass the test. /
Hemprtyemsiii o6pasell 10/0keH BRIRepKHBAT
HCTIBITAHHE.

Reducing substances /
BoccTanapanBaomue
BCUICCTBA

Test sample should pass the test. /
Hcnpimyemslif obpazel] A01KeH BEIAEPIKHBAT
HCIOLITaHHE,

Complies / CooTBeTCTBYET

C(:mplies / CoOTBETCTRBYET

Carbon dioxide
Yraepona AHOKCHA

No turbidity should be observed within 1 “hour.
/ He nomxHO OBITE TOMYTHEHHAS B TeUeHHE
1 1aca.

" Chlorides/ Xnopaasi
| Nitrates and Nitrites/

Hurtpars! ¥ HRTPHTBI

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

Complies / CooTBercTBYET

<0.5ppm

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

Suolphates / Cyabdatsi

Ammonium / AMMOHEH

No turbidity should occur within not less than
1 h./ B Teuenne He MeHee | Yyaca He JOJBKHO
HabJFIATECA TIOMY THEHHE,

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET

Not more than (.6 pﬁm. / He 6onee 0,6 ppm.

<0.6 ppm o
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R OENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIH3A

TESTS / MOKA3ATEJH

SPECIFICATIONS / HOPMH

RESULTS / PE3YJILTATEI

Calcium and magnesium /
Kanbunii 1 marnuii

Pure blue color should be observed (without a
violet hue). / JomkHo HaOMOAATECA YHCTO
cnree oxparnuBanie (Oc3 duoneroBoro
OTTEHKA).

Complies / CooTBeTCTBYCT

Heavy metals/ Txennie
METALJbI

| Residue after evaporation /
Cyxoii octaTok

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

<0.00001% (<0.1ppm)

Conductivity /
DAEKTPONPOBOTHOCTE

| Extractable volume /
H3enexaeMblii 00beM

| Bacterial endotoxins /
BaxrepuansHblie 3HI0TOKCHHDI

I Sterility / Crepaasnocts

Packaging / YnaxkoBka

| Not more than 0.004%. / He Goxee 0,004%. 0.000 %
Not more than 25 pS/cm. / 7 uS/em./
He 6onee 25 MxCu/cM. 7 MxCm/cM.
Not less than label claim (not less than 2 ml). / 2ml/
He MeHEe HOMHHABHOTO (He MeHee 2 MIT). 2 Mn
| Not more than 0.25 EU/mL. of water for <025EU/mL/
injections. / He Gonee 0,25 E9/MN BoaE! I <0.25ED/Mn
HHEBEKIIHIH.
| Should be sterile. / JomkHa OBITE CTEPHIBHOM. Sterile / CtepunbHo.
[ Primary package 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. /
[epBHYHAsA YIIAKOBKA

ITo 2 Mn pacTBOpHTENA (BoIa Ui MHLCKIMH) B
amMnyny u3 GecrnperHoro crerina, tan I Ha
PepXHe WacTH aMIyJisl HAHECEHA TOUKa
pazaoMa OpAKEROro LBeTa.

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. /
llepBruHAad vOAKOBKA

flo 2 M pacTBOpHTENA (BOma AIA
HHBEKIMH) B ammyny  u3
Gecuserdoro crekma, THo I Ha
BepxXHeil YacTH aMImynsl HaHeceHa
TOYKA PA3I0MA OPAHIKEBOTO LBETA.

| Shelf-life / Cpok ronHoeTH

Assessment: / 3akmoueHHe:

5 years. / 5 ner.

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

#1 on 25.04.2023 /

Cepus cooTBeTcTBYET TpebosaHuAM HopMaTHBHOTO nokyMenta JIC-000295-160721,

Hamencaue Nel ot 25.04.2023.

Ali J";‘themog]u

Al

Quality (] [Eﬂn ;supemsor

T F DT
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SeENseNT

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJ/IN3A

Name of Product/
HaumMenosanme npenapara

Water for injections (solvent) /

Bojga ana MHbeKNHii (pacTBOpMTE/IE)

Batch no./ Homep cepun 42F1
Amount of product per batch / Pazmep 20118
cepHH
Date of Control / 1aTa anannsa 09/2024
Manufacturing date / lara npon3soncTea 06/2024
Expiry date /laTa oxoR4a#NHd cpoka 05/2029
TOAHOCTH
Water for injections (solvent) / Bona 11a unbeku#i (PacTBOPHTEAR)
TESTS /ITOKA3SATEJH SPECIFICATIONS / HOPMEI

Description /Onucanue

| Clear, colourless liquid without odor. /

FIpospaunas GeclBETHAS KUAKOCTE Ge3
3amaxa.

Particulate matter / MexaHnuecKHE BKIYEHHA

Visible particles /
Budumpie yacmuysr

Should be absent. / JlozxHEL 0TCYTCTBOBATS.

RESULTS / PE3YJBTATSDI

Complies / CooTBeTcTBYCT

Absent / OtcyTerBytoT

Sub visible particles /
Heeudumvie uacmuypr

=10 um particles /
9acTHIl pasMcpom = 10 MM

>25 pm particles /
YACTHILI PARMEPOM = 25 MEM

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

Not more than 600 particles per ampoule. /
He 6onee 600 na ammryy.

Acidity and alkalinity /
KHcaoTHOCTE H INENIOYHOCTE

Reducing substances /
Boccranasanpalonmue
BELIECTBA

" Carbon dioxide

| Test sample should pass the test. / a

Test sample should pass the test. /
WeneityeMulif oGpasel] IoMKeH BELACPKHBATE
HCIBITAHHE,

Complies / CooTReTCTBYCT

Henvityemslii 00pazen HoMKeH BELIEPKHBATE
UCITBITAHHE.

Complies / CooTBeTCTBYET

No turbidity should be observed within 1 hour.

HuTtpatsl H HHTPHTEI

Sulphates / Cyandatni

Yraepona auoxcnn / He momx#o OBITE TOMYTHCHHA B TEUEHHE
! yaca.
Chlorides/ Xaopngs1 Not more than 0.5 ppm. / He 6onee 0,5 ppm.
‘Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). /

He 6omee 0,000062 % (0,2 ppm).

Complies / Coo*rBe;chyeT

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Teuenne ue Menee 1 gaca HE AOGKHO
HaOIIONAaTECE MOMYTHEHHE.

Complies / CoorpercTBYET

Ammonium / AMMoHR#H

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

<0.6T)pm
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GENsENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIMN3A

TESTS / ITIOKA3ZATEJHA

SPECIFICATIONS / HOPMBI

Calcium and magnesium /
Kannunii u maranii

RESULTS / PE3YJIBTATHI

Pure blue color should be observed (without a
violet hue). / Jlomxno HabmoaaTHCA YHCTO
cHHEE OKpalipaHye (Ge3 guoneroBoro
OTTEHKA).

Heavy metals/ Ta:xeanie
MeTANLIbI

Residue after evaporation /
Cyxoii ocTaToK

Conductivity /
ek TPONPOBOIHOCTE

Complies / CooTeeTcTBYET

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

<0.00001% (<0.1ppm)

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

0.000 %

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

Extractable volume /
H3paexkaemplii 00bem

Bacterial endotoxins /
BakTepHAIBHBIE YHIOTOKCHHEI

Not less than label claim (not less than 2 ml}). /
He MeHee HOMUHATIBHOTO (HE MEHee 2 MIT).

Not more than 0.25 EU/mL of water for
injections. / He donee 0,25 E9/mn Boas! ans
HHBEKITHIH.

| Sterility / CTepuabnocts

' Packaging / ¥ nakoska

Should be sterile. / Jomxxa 65T CTEPHIBHOH.

7 uS/em./
7 MECM/CM,

2ml/
2 M

<025EU/mL/
<0.25E3/Mn

Sterile / CrepunsHoO.

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. /
TTepBHyHas yITAKOBKA

Tlo 2 mMa pacreoputens (BoAa ANA AHBEKIHMI) B
ammyny w3 OecierHoro crekna, tun I Ha
BCPXHEH YACTH aMIyNnBl HaHeceHa TodkKa
pas3noMa OPAmKEBOro LBETa.

' Shelf-life / Cpox ronsocts

5 years. / 5 mer.

Assessment: / 3akoueHue:

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. /

[TepBHaHAS YTIaKOBKA

IMo 2 mn pacteoputend (Boma A

HHBEKOWH) B aMmmyly — M3

OecieTHoro cTekna, tin I Ha
BCPXHEH YaCTH aMTIYNEl HAHECEHA

TOYKA [ra3/oMa O[aHKEBOro LIBETa.

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

#1 on 25.04.2023 /

Cepus cooTBeTCTEYET TpeGOBaHHAM HOPMATHBROIO JoKyMedTa JIC-000295-160721,

HameHenne Nel ot 25.04.2023.

A}'yn ‘themoglu

i
Quality (r 'T(&I';fol Supervisor
v
e
L
y:
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K
CX GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJ/IM3A

Name of Product/

Haumenopanue npenaparta

Water for injections (solvent) /

Boaa ans HHbeKIMii (pacTBOpHTEIb)

RESULTS / PE3Y.JIbTAThI

Batch no./ Homep cepun 42H2
Amount of product per batch / Pazmep : 86893
cepHH
Date of Control / JaTa anannza 10/2024
Manufacturing date / laTa nponssoacTBa 08/2024
Expiry date [{aTa okoHMaHHS cpoKa ¢7/2029
TOJHOCTH
Water for injections (solvent) / Bopa nas mnbekunii (pacTBopHTEIb)
TESTS / TTOKA3ZATEJIH SPECIFICATIONS f HOPMBEI

' Description /Onucanue

Clear, colourless liquid without odor. /
TIpospaunas GecliBeTHAS KHIKOCTE 0e3
3amaxa.

Particulate matter / MexaHH4ecKHe BKIIOYMEHHA

Visible particles /
Budumbre vacmuyu

Sub visible particles /
Heaudumere yacmuysi

=10 pm particles /

qacTHI] pazMepoM = 10 Mkm

>25 pm particles /

YACTHLL pasMeEpoM = 25 MKM

Should be absent. / JlomkHEI OTCYTCTBOBATE.

Complies / CooTBeTCTBYCT

Absent / O1cyTCTBYIOT

| Not more than 6000 particies per ampoule; /
| He 6omee 6000 Ha aMITymy;

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

" Acidity and alkalinity /

KncaornecTs ¥ IEI0YHOCTD

| Reducing substances /
BoccTaHaBIMBAIOIIAE
BEHIECTBA

“Carbon dioxide
Yr.uepona AHOKCHAO

| Test sample should pass the test. /

| Test sample should pass the test. /
HeneityemMelit ofpazell HoieH BRUISPKHUBATE
HCTIBITAHHE.

Complies / CooTBeTcTBYCT

| MenbiTyeMsiii obpasell D0IKEH BLUIEPKHUBATE
| HCTIBITAHHME.

Complies / CooTBeTCTBYET

/ He momxHo ObiTh NOMYyTHEHHUSA B TeUeHWe
1 uaca.

' Chlorides/ Xnopunpl

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

No turbidity should be observed within | hour.

Nitrates and Nitrites/
HuTtpatsl H HHTPHTE]

Sulphates / Cy.l]l:(]);bl

Ammonium / AmMMoHHI

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

Complies / CooTBerciByeT

<0.5ppm
<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Tedenue ne MeHee 1 yaca HE AOMKHO
Ha(MOJATbCH TIOMY THEHHE.,

Complies / CooTBeTCTBYET

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIH3A

TESTS / TIOKASATEJIA | SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBEeTCTBYET
Kanbuwii u Maramii violet hue). / JomkHo HabMOAATECH YHCTO |
cHHee okpanneaHue (6e3 duomeToBoro

|
OTTEHKA).
Heavy metals/ Taxennie Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.1ppm)
METAJILI He 6onee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. | 0.000 % |
Cyxoii oeraTok
Conduafi_ty / ) Not more than 25 pS/em. / 7 uS/em./
INeKTPONPOBOIHOCTD He Gomee 25 MrCw/eM. | 7 MKCM/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hisnexaemsblii 06neM He MeHee HOMHHANIBHOTO (He MeHee 2 MJT). 2 ™M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTepHaabHble SHIOTOKCHHBI | injections. / He Gomee 0,25 E3/Mn Boas! ona <025E3/Mn
HHBEKIHIA.
Sterility / CTepuiabRocTh Should be sterile. / JlomkiHa OBITE CTEPHIBHOMH. . Sterile / CrepuneHo.
Packaging / Ynakoeka Primary package 1 Primary package
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 I with an orange one-
INepButHAd ¥ TAKOBKA point-cut at the top of the ampule, /

To 2 M pactBopuTens (Boma ayA UHbeKIMH) B | [lepBuuHas yIakoBKa

ammyny u3 OecuserHoro crekna, tun 1, Ha | TTo 2 Mn pacTeopuTens (Boda mis

BepXHell uACTH aMITyJbl HAHECeHa TOYKA | WHBEKLH) B AMITYITY u3

pasnoMa opaH:KeBOTO [IBETa. OecuperHoro crexna, tHo I Ha
| BEPXHEl YacTH aMIyNEl HaHeceHa

| TOYKA PA3NoMa OpaHKEBOTO LBETA.
Shelf-life / Cpox rogHocTH 5 years./ 5 ner. |

Assessment: / 3akinoueHye: The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepust cooTBeTCTRYST TPeOOBAHUAM HOpMATHRHOTO NokyMeRTa JIC-000295-160721,
Hzamenenne Nel ot 25.04.2023.

Ali Ethemogiu

|'.llr
Quality Confrol Supervisor
&l P
# i ':'J I
AL
:11'-'.-‘,“
7 ;..
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