Q9
KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Name of Product/
HaumenoBanue mpenapatra

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepuu

Date of Control / laTa anaanza

Manufacturing date / laTa
IPOH3BOACTBA

Expiry date /JaTa okoH4aHuUs
CPOKa FOIHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPE/I®, mmodHan3aT 118 NPAroTORNeHAA pacTBopa Aas

HHbeKni, 20 Mr
22M19711A

41.451,000

01.2023
12.2022

11.2025

RESULTS/
TESTS / IOKA3ATEJH SPECIFICATIONS f HOPMbI PE3YIBTATLI
Appearance / Onucaune Yellow with greenish tint lyophilized powder. / |
JuodunuznposanHeii  mopomok  kentoro ¢ | Complies / CooTeercTsyeT

Identification / IlogaHHHOCTL

3CJICHOBATEIM OTTCHKOM LIBETA.

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenokcukam
(YO-
cnexmpogomoMempuiecruil)

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
yIIepKIBaHAS KA TEeHOKCHKaMa  Ha
XpOMaTorpaMme HCOBITYEMOTO pactBOpa
TOIKHO COOTBETCTBOBATH BPEMEHH
YIICKHBAHASA TTHKa TCHOKCHKaMa  Ha
XpOMATOTPAMME CTAHIAPTHOTO pAacTBopa (CM.
«PoncTBenHBIe TIPEMECH, ompeneneHne
S/IMHUYHBLIX TIPHMECEH H  CYMMBL TNIPHUMECEH
(254 HM)). S
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). / Y®-crmextp
MOTTIOIIEHHS HCIBITYEMOTO pacTBopa,
NpPHTOTOBNEHHOTO LTS KOJIMIECTBEHHOTO
onpenenenus, B obmactu or 230 um go 400 M
IOJDKEeH WMEeTh MaKCHMYMBI TIPH IJIHHAX BOIH
257 £ 2uM, 285 £ 2um H 368 = 2uM (oM.
«KomiyecTBEHHOE OTIPEIEICHITE TEHOKCHKAMAY ).

Complies / CoorBeTrcTBYET

Complies / CooTeTcTRYET
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Q9
SHGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUO®OUKAT AHAJIM3A

TESTS / IIOKA3ZATEJAHN

Sodium metabisulfite /
Hampusa memabucyrsghum

SPECIFICATIONS / HOPMbI

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

metabisulfite” test. / Bpemsa yaepXuBaHHA TIHKa
HaTpuA MerabHCYNbhHTA HAa XpOMaTorpamMe
UCIEITYEMOTO pacTeopa JIOIKHO
COOTBETCTBOBATh BPEMEHH YIEpKHBAHUA THKA
pvatpus MetabucynsduTa Ha XpoMarorpaMme
cTaHnapTHoro pactBopa (cM. «KomudectseHroe
onpeneTeHne HATpHA MeTa0uCynsgHTan ).

solution, as proceeded in the “Assay of Sodium |

RESULTS /
PE3YJBTATDI

Complies / CooTBeTcTBYET

'Dissolving time / Bpemsa
pacTBOpeHHsI

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOTO PacTEOPa

Solution clarity /
TIpo3paunocTs pacTeopa

Not more than 60 seconds. / He Gomee 60
CEeKYHII.

of undissolved particles and visible particulate
matter. The solution should be clear. / IIpenapar
JIOTKCH PACTBOPATECH TIOMHOCTEIO c
OTCYTCTBHEM HEPACTBOPEHHBIX d9acTHI, ©6e3
BHIAMEIX MeXaHHYecKuX BKIOUeHuil. Pacteop
JIOMKESH OBITE TIPO3PAYHEIM,

The product solution should be clear. / Pacteop
nperapara JODKeH ObITE TIPO3PadHEM.

The product should dissolve completely without .

37 sec/37 cek

Complies / CooTBeTcTBYET

Complies / CooTBercTBYET

" Solution Color /
IlBeTHOCTL pacTEOpa

The product solution should not be more
intensively colored than the reference solution
GY ./ Crenenn oKpacKH pacTBOpa Mpenapara He

Complies / CooTBeTcTBYET

| He Gonee 600 na ¢maxom.

JOTDbKHA TIpeBBIATE 3TanoH GY).
pH | 751010.0./ Ot 7,5 10 10,0, 9.0
Particulate matter / MexaHuJeckune BIIOTeHHA

Visible particles / Should be absent/ lomkxer oTcyreTBOBATE Absent /OTCyTCTBYIOT

Budumbre vacmuypr

Subvisible particles /

Heeudumere yacmuypr
=10 pm particles/ Not more than 6000/vial; / 32 /vial
Hactun pazmepoM = 10 MxM He 6omnee 6000 Ha dnakoH; 32/ Gnakon
>25 um particles/ Not more than 600/vial. / 0/ vial
YacTuu pasmMepom = 25 MKM 0/ pmakon
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TESTS / TIOKA3ZATEJH

| SPECIFICATIONS / HOPMBI

: Related substances / PojpcTBeHHBIE

npHMecH

2-aminopyridine /
2-aMHHOTIMPHIHH

Individval unidentified impurity /
Eaunnunas
HEHAEHTHOHIAPOBAHHAS NIPHMECEH

Total impurities /
‘ CymMMma nprMecei

.Uniformity of dosage units /
OnHopoaHGCTE J03HPOBAHHA

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

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

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

| RESULTS/PE3YJBTATBI

Below LOQ (LOQ = 0,05 %) /
Hinie npeznesia KOMIECTBEHHOTO
onpenenenus (I1KO = 0,05%) ‘

Below LOQ (LOQ = 0,05 %)/
Hibke npenena KonuyecTBEHHOTO
onpenenenns (KO = 0,05%)

Below L.OQ (LOQ = 0,05 %) /
Hmie nipemena koHYECTREHHOTO
onpenenenna (ITKO = 0,05%)

The Acceptance value (AV) should be not
more  than 15.0. /  T[loxasarens
npHeMieMocTH (AV) momxeH OmITE e
fonee 15,0.

AV=4.4 (n=10)

Water /Boaa

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

0.8%

Bacterial endotoxins /
BaxrepnajisHiie JHA0TOKCHHEI

Not more than 1 EU/mg of tenoxicam. /
He bonee 1 ED/Mr TeHOKCHKaMA.

Sterility /Crepuabnocrn

| Assay / KoandecTBeHHoe onpenene

Tenoxicam / Tenoxcuram

Should be sterile. / [omxen 6wTh
CTEPHIBHBIM,

<0,128 EU/mg /
<0.128 EB/ mMr

Sterile / Crepunen

HHE

190.0% to 110.0% of CisH1N:O4S;
(tenoxicam) of label claim. / Or 90,0 % a0

HOMHWHAALHOTO COOEPIKAHMA,

110,0 % CisH1N304S: (TeHOKCHKaM) or |

101.3 %

Sodium metabisulfite /
Hampusa memaducyavghum

85.0% to 110.0% of Sodium metabisulfite
of the label claim, / Ot 85,0 % a0 110,0 %
HaTpus MeTadHCYNL(MHTA 0T HOMHHANKHOTO
| conepxanus.

—

99.2%
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CEGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

TESTS / IOKA3ATEJHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHEI

1 Package / Ynaxosxa

Primary package
20 mg of the tenoxicam in a colorless

glass vial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBuynas voakoBKa

o 20 Mr TeHOKCHKamMa BO (MIaKoH M3

BecipeTHOr0 CTeKIa THTI I,
YKYIOPEHHBIH pobxoif u3
OpoMOYTURNOROH  pesunbl,  ofxaToii

ATHOMHHHACBEIM KOINAYMKOM ¢ KOHTPOJACM
[ICPBOro BCKPBITHA H IIACTHKOBBIM

| Shelf-life/ Cpox ronHoctn

TESTS / MOKA3BATEAN |

AHCKOM TIOBEpX ATHOMUHHEBOTO
KOIMauKa,
3 years. / 3 rona.

KIT / KOMIUIEKT

SPECIFICATIONS / HOPMBI

Kit package / Ynakoeka
KOMIIEKTA

Secondary package

1 vial with the medical product and 1

ampoule with the solvent in a polyvinyl
chloride cassette.

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. /

Bropuunag voiakoska

Ilo 1 dmakoHy c¢ upenaparom u |1
aMIYNIe ¢ PACTBOPUTENEM [OMEIAIOT B
KACCETY M3 TIONUBHHIITXIIONH/IA,

Ilo 3 dnakoHa ¢ npemapatoM u 3
aMITYJIBl ¢ PACTBOPHTENEM OMEIIAIOT B
KacceTy U3 NONMBHHIIXTOPHAA.

| kaccery BMecTe ¢ HHCTPYKLHEH mo
OPUMEHEHHK) [IOMEWNAIT B MAuky

KapTOHHYIO.

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. /
IlepBuiHas ymakoBka

[To 20 Mr TeHokcHKaMa BO (IakoH W3

GecuserHoro CTeKNa THII I,
YKYTIOPEHHBII npobroi 3
OpoMOyTHIORBCH  pesunbl,  ofxaroil

ANHOMHHHEBBIM KOJIITATKOM € KOHTPOJIEM
IIEPBOTO BCKPRITHS H IUVTACTHKOBEIM

JHCKOM MIOBEPX AITIOMHHHEBROT O
KOJHTAYKA.
_ RESULTS/PE3YJbTATHI |

Secondary package
3 vials with the medical product and 3

ampoules with the solvent in a polyvinyl
chloride cassette. ! cassette with the
patient information Icaflet in a carton
pack. /

Bropuanas vimakoska

Ito 3 dmakoHa ¢ npenapatoM u 3
AMITYIIE © PACTBOPHTENEM [OMEILAIOT B
KacceTy M3 MONWBHHWIXIOpHAa. |
KacceTy BMECTE ¢ HWHCIPYKIMeH 1o
NPUMEHEHHID MNOMCIIAIOT B Mauky
KapTOHHYH),
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Q9
KX GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTHOHUKAT AHAJIN3A

Labeling/ Mapxkaposka

| Kit storage /
XpaHeHHe KOMILICKTA

According to the ND. / B cooteercteun | Complies as prescribed / CooTrerctByet

¢ HOPMATHBHOH JOKyMeHTaruei. TpeGOBaHMIM

For confizuration with 1 filled vial and 1 a:mnoule with a solvent in a casseite:

In the original packaging (a vial with medical product and an ampoule with solvent
in the carton), at temperature below 25 °C. /

1A ynakoBKH 110 1 GrakoHy ¢ penapaToM H | aMimylnie ¢ pacTBOPHUTENEM B
KacCeTe.:

B opurvsansro# ynakogke ((prrakoH ¢ TIperiapaToM H aMIIyna ¢ pacTBOPUTENEM B
[IaYKe) IpH TeMIepaType He Bee 25 °C.

For confizuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

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

JLis YNakoBKH 10 3 (UTakoHa ¢ MpemapaToM H 3 aMIIvIIBL ¢ PacTBOHTENEM B
Kaccerte:

B opurunansHoii ymakoBke ((rakoHE! ¢ IpeNapaTtoM U aMIIyIiBl ¢ paCTBOPHTENEM B
Navke} npu TemMneparype He Beime 25 °C.

Kit shelf life /
CpoK roaHocTH KOMILIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok roaHOCTH KOMIUTEKTa ONPeenieTcd CpOKoM TOIHOCTH
JIEKAPCTBEHHOTO MPENapaTa ANd METHUHHCKOTO TPHMEHEeHH .

Assessment: / 3axmoderne: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepua cooTreTCTBYeT TpeOOBaHAAM HopMaTuBHOTO gokyMeHTa JIC-000295-160721.

H. MEHVES TURKELI

LA
—7‘—6
99@ NS

CO o aial AS
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BoENsENT

CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmenoBanHe npenapara Boja ansa MHHLEKIHHA (PACTBOPHTE/Db)
Batch no./ Homep cepun 2216
Amount of product per baich / Pazmep ;91001
cepHH
Date of Control / {laTa anaim3a 12/2022
Manufacturing date / lata nponssoacrea :  09/2022
Expiry date /IaTa 0KoOHYaHHA CPOKA ;082027
TO/IHOCTH
Water for injections (solvent) / Bona nasi HHbeKIHHA (PaCTBOPHTEID)
TESTS / TIOKA3ZATEJIR SPECIFICATIONS / HOPMbI | RESULTS/ PE3YJIBTATHI _:
Description /Onucanue Clear, colourless liquid without odor. / Complics / CooTBeTCTBYCT
ITpospaunas GecliBeTHAS HKUIKOCTE Oe3
3amaxa.

Particulate matter / Mexanuyeckue BKJIOUYEHHUSA

Visible particles / Should be absent. / JomxHb! OTFCYTCTBOBaTL. Absent / OTCyTCTBYIOT
Budumsie vacmuyst
Sub visible particles /
Hesudumuvie wacmuiyp
=10 pm particles / Not more than 6000 particles per ampoulg; / 10
qacTHI pasMepoM = 10 mxM | He bonee 6000 #Ha ammyny;
>25 pum particles / Not more than 600 particles per ampoule. / 0
yacTul pasMepoM > 25 MkM | He bonee 600 na ammyary.
i Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
| KHe0THOCTD H LIeI0MHOCTD HcnsiTyeMbiil oGpaser NOMKEH BLIIEPKHBATE
HUCTIBITAHHE, |
' Reducing substances / | Test sample should pa_ss the test. / Complies / CooTBeTCTBYET
BoccTanapaHpasonpe HcnprryeMElid o0pasel] oMK eH BEACHAKUBATE
BelllecTBA HCTILITAHHE,
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepona qHoxcHg / He momscxo GBITE IOMYTHEHHA B TEUCHHS
1 uaca.
| Chlorides/ Xopuant Not more than 0.5 ppm. / He Gonee (1,5 ppm. <05 ppm
i Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
Hurparsl H HATPUTBI He 6onee 0,00002 % (0,2 ppm).
Sulphates / Cy.llb_t‘])_aT; No turbidity should occur within not less than Complies / CooTBeTcTBYET ]
1 h. / B TeucHye He MeHee 1 uaca He JOMKHO
HabII0ATbCA IOMYTHEHHE.
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GENse

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIN3A

| TESTS/IIOKA3ATEJIH
Ammonium / AMMoHR#H

Calcium and magnesium /
Kaabumii u marunii

_Havy metals/ Tsokeable
MeTAJJIEI

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

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

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / Jomxno HabIOIaTECA THCTO
cHHee okpamneanue (6e3 guoneroBoro
OTTEHKA),

Complies / CooTBeTCTBYET

| Not more than 0.00001 % (0.1 ppm). /

He 6omee 0,00001 % (0,1 ppm).

Residue after evaporation /
Cyxoit ocrarox

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

Conalc?ivity /
JeKTpPONpoBOAHOCTD

Extractable volume /
HipaexaeMblil 00beM

Not more than 25 pS/cm. /
He 6omee 25 mxCwm/com.

<0.00001 % (<0.1 ppm)

0.000 %

6 uS/cm./
6 MkCM/cM.

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

Bacterial endotoxins /
BakTepuaibHBIC YHIOTOKCHHBY

Sterility / Crepunbnocth

Packaging / Ynaxkosxa

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ES5/Mi BoAEL And
HHBEKLMIA,

2ml/
2 Mn

<0.25EU/mL/
<0.25 ED/ Mn

Should be sterile. / JlomxkHa 66T CTEPHTBHOI.

Sterile / CreprnsHo.

] 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. /
TlepButHag voakoBka

Tlo 2 M1 pacTBOpHTENA (BOJA I MHBEKLHIL) B
amnyny w3 OecuserHoro crekna, tam [ Ha
BEpXHEH 4ACTH aMIyJbl HAHECCHAd TOYKA
pa3ioMa OpamKEBOTO LIBETA.

Primary package
2 mlL of the solvent (water for |

injections) in a colorless glass
ampule type [ with an orange one-
point-cut at the top of the ampule. /
TlepBu4HAasg yIAKOBKA

Tlo 2 ma pactBopurena (Bopma ans
WHBEKIMI} B aMmmyay  u3
fecosernoro crekna, tun 1. Ha
BEPXHEH YacTu aMITyNsl HaHeceHa
TOYKA PazA0Ma OPAHKEBOTO [IBETA.

Shelf-life / Cpox ronnocrn

Assessment: / 3aK04eHHE:

| 5 years. / 5 ner.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTcTBYET TpeboBaHuaAM HopMaTHBHOTO AokyMeHTa JIC-000295-160721.

Ali EthemogZlu
Quality| Contrel Supervisor
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

Name of Preduct/ Water for injections (solvent) /
HaumMeHorsaHue npenaparta Bopga And HHBEKIMH (PACTBOPHTEND)
Batch no./ Homep cepun 227
Amount of produet per batch / Paamep 91369
cepHH
Date of Control / laTa anaauza 12/2022
Manufacturing date / lara npomzsogctea @ 09/2022
Expiry date /IaTa okoHUYaHNs cpoKa ¢ 08/2027
TOAHOCTH
Water for injections (solvent) / Boaa nas uabexunii (pacTBopHTEIb)
TESTS / TTIOKA3ATEJIHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHL

Description /Omnucanne

Clear, colourless liquid without odor. /
Tpozpaunas GecuserHad KUIKOCTE O3
3amaxa.

Particulate matter / MexanHueckHe BKIIOYEHHA

Complies / CooTBeTCIBYET

YACTHII PA3MEPOM = 25 MKM

He donee 600 Ha aMmmyy.

Visible particles / Should be absent. / Io/mKHBI OTCYTCTEOBATE. Absent / OTcyTCTBYIOT
Budwwbie wacmuysr
 Sub visible particles /
Heguoumvie vacmuyw!
=10 pm particles / Not more than 6000 particles per ampoule; / 23
uvacrun pazmepom = 10 MM | He Gonee 6000 Ha ammyny;
>25 pm particles / Not more than 600 particles per ampoule, / 0

Acidity and alkalinity /
KHea0THOCTE H IIEIOUYHOCTD

_Reducing substances /
BoccTaHaBJHBaIOMIHE
| Belecrsa

Test sample should pass the test. /
HenbiTyeMelit o6pazel; JomxeH BHASPKHBATE

HCIIbITAHHE.

| Test sample should pass the test. /

HcnbiTyemMeiii oOpazell 10JDKEH BBLIEPKHUBATh
HCTIBITAHHE,

Complies / CooTBercTBYET

Complies / CooTBeTCTIRYET

' Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTeTcTByET

Yraepoga mHokcng / He momaHo OBITE TOMYTHCHHS B TCUCHHE
1 gaca.
| Chlorides/ Xmopuasi Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5 ppm
' Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <(0.00002% (<0.2 ppm)

HuTpathl H HHTPHTLI

| Sulphates / Cysngpatb!

He 6onee 0,00002 % (0,2 ppm).

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee | yaca He O0DKHO
HabIoOaThCA TOMYTHEHHE,

Complies / COOTBETCTTyBT
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Beensenn

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

|: TESTS / MOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJObLTATHI
Ammonium / AMMoHmii Not more than 0.6 ppm. / He 6onee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooteerctByer

Kaabsnmii v Maruuit

violet hue). / omkno HaGmronarscs umeTo
CHHee OKpainBanue (6e3 duonerororo
OTTEHKA).

Heavy metals/ Tsxeapie
METAJIBI

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

<0.00001 % (<0.1 ppm)

UHBEKIIHIA.

Residue after eva[ioration / Not more than 0.004%. / He Goxee 0,004%. ©0.000 %
Cyxoii ocraTox
Conductivity / Not more than 25 pS/cm. / 6 uS/em./
DJIeKTPONPOBOIHOCTD He Gonee 25 MxCu/cm. 6 MKCm/cMm.,

' Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/ Bl
H3paexaemblii 06nem He MeHee HOMHHANBHOTO (He MeHee 2 MIT). 2 Mn

| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BbakTepnaabHbIe IHAOTOKCHHBY injections. / He Gosee 0,25 E3/mn Bojp! 1is <0.25E3/ Mn

_Sterility / CTepunbnoern

Should be sterile. / Homxua 65116 cTEpANBHOA,

Sterile / Crepunpno.

_Packaging / ¥makoBka

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. /
llepprdHas yakoBka

Io 2 mn pacrBopwrens (Boga ans HHbEKLHI) B
amiyny u3 OecuBeTHOro crewna, tan I Ha
BCPXHEH uacTH AaMmIiylsbl HAHECEHA TOYKA
pasnoMa OpaHKeBOro [BeTa.

| HHBEKINl) B

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. /
Heppuanas vmakoska

ITo 2 wmn pacreopurens (Boma sy
aMmyny  us
GecupetHoro crekma, tanm 1. Ha
BEpXHelH yacTy aMmynbl HaHeceHa
TOYKA Pa3ioMa OPaHKEBOTO LEETA.

_Shelf-life ! Cpox roanoeTn

5 years. / 5 ner.

- -1

Assessment: / 3akmoucHne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYET TpeOOBaHMAM HOpMAaTHBHOIO HokyMenTta JIC-000295-160721.

Ali Ethemoglu

Quality

™

VAL
ek
i

—

C{mtrol Supervisor

N
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Beensew

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

IIpo3paunas GecLBeTHAS KHAKOCTE Ge3
3amaxa.

Name of Product/ Water for injections (solvent) /
HanmeHoBaRHe npenapaTa Boaa ana unbeKnuii (pacrBopuTeID)
Batch no./ Homep cepum 2218
Amount of product per batch / Pasmep 90968
CCpHH
Date of Control / {aTa ananuza 12/2022
Manufacturing date / laTa npoussoncTea 09/2022
Expiry date /lara oxonvyaung epoka 08/2027
FOTHOCTH
Water for injections (solvent) / Boga 115 unbexumii {pacTBOpHTENR)
f TESTS / IOKA3ZATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3Y.JIBTATHI
Description /Onncanue Clear, colourless liquid without odor. / Complies / CooTBercTBYET

9

Particulate matter / Mexannueckne BRIIOYeHHIA

Visible particles /
Buoumwvie vacmuym

 Sub visible particles /
Hesudumbre yacmuyw:

=10 um particles /
YACTHIT pazMepoM = 10 MEM

>25 pm particles /
YACTHLL Pa3MEpOM > 25 MKM

Should be absent. / JIOIDKHBL OTCYTCTBOBATE.

Absent / OrcyreTByROT

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

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

36

Acidity and alkalinity /
KHCI0THOCTE M 1IEJTIOYHOCTE

Test sample should pass the test. /
Henbityemblii o6pasell TOMKEH BhIIEPKHBATE
HCHEBITAHHE,

Complies / Cooreerctayer

' Reducing substances /

Test sample should pass the test. /

Complies / CoorpercTByeT

HuTpaThl H HETPHTBI

Sulphates / Cyangatbr

He 6onee 0,00002 % (0,2 ppm).

No turbidity should occur within not less than
1 h./ B Tevenue He Mence 1 yaca He mOJBKHO
HabImoaaThCs HOMYTHEHHE.

BoccranapauBammHe HenbrryeMeiit 06pasen I0JkeH BBIEPKHBATE
BellecTBa HCTIBITAHHEE,
" Carbon dioxide No turbidity should be observed within 1 hour. Complies / CootBeTcTBYCT
¥Yraepoga nuokcna / He 1OMKHO OBITH MOMYTHEHHS B TEYSHHE
1 vaca,
Chlorides/ Xnnopuae: Not more than 0.5 ppm. / He Gonee 0,5 ppm. <0.5 ppm
' Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

. Comp_lies / CooTBETCIBYET
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BGenseNT

CERTIFICATE OF ANALYSIS / CEPTUGHKAT AHAJIN3A

Kanpinii n maranii

TESTS / IIOKA3ATEJIN SPECIFICATIONS / HOPMBEI RESULTS / PE3VJILTATHI
| Ammonium / AMMmonnii Not more than 0.6 ppm. / He 6oxee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTeercTBYET

violet hue). / omkHo HaGmonaTses uucro
CHHEe OKpalliBanie {0e3 ¢HoneToBoro
OTTEHKA).

Heavy metals/ Tsoxenste
METALIBI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocraTok

Conductivity / Not more than 25 pS/cm. / 6 pS/em./
DAeKTPONPOBOAHOCTE He 6onee 25 mxCm/cm. 6 MKCmM/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HspaekaeMerii 06bem He Mence noMmnansHoro (He MeHee 2 mi). 2 mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
Bakrepuaapubie 3ng0TOKCHHLI | injections. / He Gonee 0,25 ED/Mit Boabl mis <0.25E3/mn

HUHBEKITHHA.

Sterility / Crepuannoctn

Should be sterile. / Jomkna 6bITL CTEPHIBHOIL

Sterile / CTepunnHo.

Packaging / YnakoBka

[ 'Pi'imazy package

2 mL of the solvent (water for injections) in a |
colorless glass ampule type T with an orange
one-point-cut at the top of the ampule, /
IlepBUyHas ynakoBka

Io 2 mn pacTBOpuTEns (BOAA INst MHBEKIIH) B
aMmmyny H3 OecuperHoro crexna, tun 1. Ha
BepXHeH 4YacTH aMmmyiisl HAHECEHA TOYKa
PaznomMa OpPaKEROTO LBETa.

Primary package

2 mL of the solvent (water for
injections) in a colorless glass
ampule type [ with an orange one- |
poini-cut at the top of the ampule, /
[MepBryHad vOaKoBKa

Ilo 2 mn pactBoputens (Boma ms
HHBEKII) B aMITy Iy u3
GecuBeTHOTO Crekna, tun 1. Ha
BEPXHeH YACTH aMITyNlbl HaHeceHa
TOYKA [1a310Ma OPaKEBOTO LBETA.

Shelf-life / Cpox roanocTn

5 years. /5 net.

Assessment: / 3armoucHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TPeOOBAHNAM HOPMATHBHOIO JOKYMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality ﬁantm] Supervisor
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