CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

Name of Preduct/
HauMenoBaHHe npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepnn

Date of Control / laTa anaausa

Manufacturing date / lara
NPOH3BOACTBA

Expiry date /llaTa oxonyanns
CPOKA TOTHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPEQ®, nuohpnanzat 118 OPHIOTOBJEHHS PAcTBOpa 103

HHBeKLHii, 20 mr
24106281A

41,924,000

10.2024
09.2024

08.2027

TESTS / HOKA3ATEJIHA

| Appearance / Onncanue

SPECIFICATIONS f HOPMbI

| Yellow with greenish tint lyophilized powder. /
JuopunuzApoRaHHEI TOPOMIOK  XKCATOTO ¢
RENEHOBATHIM OTTCHKOM LIBETA.

RESULTS /
PE3YJBTATHI

Complies / CooTseTeTBY ST

Identification / IToaIHHHOCTE

Tenoxicam by HPLC /
Tenoxcukam (BIKX}

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)). / Bpemsa
VIEpKUBAHMS NHKa  TEeHOKCHKaMa Ha
XPOMATOTPaMMe HCTILITYEMOTO pacTBopa
TODKHO COOTBETCTBOBATE BPEMEHHU
yIepKUBaHUA NHKZ  TEeHOKCHKAMa  Ha
XpPOMAaTOrpaMMe CTAHAAPTHOTO pacTBopa (CM.
«Poncrpennsie HPHMECID, onpegeneHne
SIUHMYHEIX TIpEMeceH M CyMMBL IpHMeceii
(254 Hm}).

Complies / CooTBercTByeT

Tenoxicam by UV-

spectrophotometry / Tenokcukam

(Yo-

CHEKMPOIomoMempuiecKuil}

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). / VY®-comektp
TOTIIOIIEHHS HCTIBITYEMOTO pacTopa,
IPHIOTORIEHHOTO s KOIIHYCCTREHHOTO
onpepenenums, B 0dmactH ot 230 uM ao 400 HM
JIOJIKEH HMEeThb MAKCHUMYMBI [pH IJIHHAX BOJIH
257 £ 2uMm, 285 + 2HM 1 368 &+ 2 M (oM.
«Konuuecreennoe OnpeacicHIe TEHOKCHKAMA) ).

Complies / CoorserctByeT
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CERTIFICATE OF ANALYSIS/ CEPTUH®HKAT AHAJIU3A

TESTS / IIOKA3ATEJIH

Sodium metabisulfite /
Hampus mematucynoghum

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJBTATHIL

' Dissolving time / Bpema
pacTBOpeHust
|

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJICHHOI0 PacTBOpa

Solution clarity /
Tlpospa4nocTh pacTBOpa

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 yiepKuMBaHHA IHKa
HaTpHs MeTabuCYNB(HUTa Ha XpoMaTorpamMMe
WCTILITY EMOTO pacTBopa TOIKHO
COOTBETCTBOBATh BPEMEHH YIACPKMBAHHA ITHKA
HaTpusa MeTabucynn(UTa Ha XpoMaTorpaMme
CTaHAAPTHOTO pacTBopa (cM. «KoamuecTBeHHOE
ONIpE/ICIICHHE HATPHs MeTabucyasurTan ),

The retention time of Sodium metabisulfite peak |

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

CEeKYHI.

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / ITpemapar
TIOJDKEH PacTBOPATHCA HOIHOCTHE c
OTCYTCTBHEM HEPACTBOPEHHBIX YacTHH, 0e3
BHIUMbIX MCXAaHHMUECKMX BKIIOYeHHH. Pacteop
JIOTDKEH OBITH MPO3PayuHbIM,

The product solution should be clear. / Pacrsop
TIpenapara J0/KCH ObITh MPO3PayuHbIM.

" Solution Color /
lpeTHOCTH pacTEOpa

Complies / CooTseTcTBYCT

23 sec/ 23 cex

Complies / CooTBeTCIBYET

Complies / CooTBeTcTRYET

The product solution should not be more
intensively colored than the reference solution
GY ./ CreneHb OKpackw pacTBOPa MpeTiapara He
IOJLKHA TTPEBEIIATE 3Tanon GY |,

Complies / CoorBetcTBYET

pH

7.51010.0. /01 7,5 no 10,0

9.1

Particulate matter / MexaHHYecKHe BKINYCHUS

Visible particles /
Budumete uacmuyor

Subvisible particles /
Hesudumere yacmuyor

=10 um particles/
Yactui pasMepom > 10 MkM

>25 um particles/
YacTull pasMepoM = 25 MKM

Should be absent/ JOmAHEL OTCYTCTBOBATE

Not more than 6000/vial; /
| He Gonee 6000 Ha durakon;

Not more than 600/vial. /
He 6onee 600 na dnaxom.

Absent /OrcyTteTByIOT

131/ vial
131/ pnaxon

1/ vial
1 / pnaxon
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

TESTS / IOKA3ATEJIA ' SPECIFICATIONS / HOPMBI RESULTS /
PE3YJBTATHI
Related substances / PoacreeHHBI€ HpHMecH
2-aminopyridine_/ | Not more than 0.5 %: / He Gonee 0,5 %: Not detected / He
2-aMAHOTTHPHIMH o0HApYKEHA
Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 %; Not detected / He
Enunmyunan oBGHapykeHa

HEHIEHTHOUITHPOBAHHAS TIPHMECE

Total impurities / Not more than 1.0 %. / He 6onee 1,0 %. Not  detected / He
| Cymma npameceii o6HapyxeHa
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=13 (n=10)
OaHOpOaHOCTL JO3HPOBAHHA than 15.0. / Tlokasatens npHemueMocTH (AV)
JAOIKeH ORI He Gomee 15.0. I
| Water /Boja Not more than 3.0 %. / He 6onee 3,0 %. 1.4 %
| Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg / |
BbakTepHaJILHEBIE SHIOTOKCHHBI He Oonee 1 E3/Mr TeHoKcuKkama. <(.128 ED/ Mr |
 Sterility /CrepuibHOCTb Should be sterile. / [Tonsxes 6BITH CTEPHIBHBIM. Sterile / Crepuien I

Assay / KonndecTBenHoe onpeaeseHyue

Tenoxicam / Tenoxcuxam 90.0% to 110.0% of Ci3Hi1N3048; (tenoxicam)
of label claim. / Or 90,0% mo 110,0%
C13H1iN3O48; (TeHOKCHKAaM) OT HOMWHANBHOTO
I COAEMKAHS.

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

Hampun memabucyavgum label claim. / Ot 85,0% no 110,0 % wnatpus 08.8 %
MeTabHcynbdheTa oT HOMHWHAIEHOTO ;
COfIePIKaHNA.

99.3 %

3/5



CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

Package / ¥YnakoBka

Shelf-life/ CEK TOJHOCTH

RESULTS / PE3YJILTATEIL

| Primary package
20 mg of the tenoxicam in a colorless
glass vial type T stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[TepButHad y IAKOBKA

Tlo 20 mr TeHoxcnkamMa BO (uTakoH H3

OecclBeTHOTO cTexa THIT 1,
YKYNOPEBHEIH poOKoi n3
OpoMOyTUNIOBOH  pe3sHHBI,  obmkaroi

ANOMITHHACBEIM KOJIMAYKOM ¢ KOHTPOIEM
MEPBOTO BCKPHITHA M TUTACTHKOBBIM
THCKOM TOBEPX AMOMHHHEBOTO
KOJNAvKa,

3 years. / 3 Tojia.

TESTS / IOKA3ATEJIH

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. /
IlepBrubas v aKoBka

IMo 20 Mr TeHokcHxama BO (MIBKOH M3

OecLBETHOTO CTEKIA THII I
YKYHOPeHHBIH ipobKofi H3
O6poMOyTHNOBOH  pesmHB,  ODKaTOM

ANMIOMHWHHEBBLIM KOJIMAYKOM € KOHTPOJICM
NEPBOro BCKPBITHA H INMACTHKOBBIM

KIT / KOMILIEKT

SPECIFICATIONS / HOPMEI

“Kit package / ¥YnakoBka
KOMILJIeKTa

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. /

BropuuHag ynakoexa

Mo 3 ¢maxona ¢ npenapatoM 4 3
aMIyJIEl C PACTBOPHTENEM MOMELIAIT B
K4CCETY U3 NOIHBUHHIXIOPHIA.

1 KacceTy BMecTe ¢ WHCTPYKUMCH 1o
OPUMEHCHHI0 [OMEIIA0T B  Nauky

KapTOHHYIO.

' Labeling/ MapxupoBka

MHUCKOM MoBepX ANHOMHHHEBOTO
KoiTTavKa.

RESULTS / PE3YJbLTATHI
Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassetie. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropuunasd ynakoBka

Mo 3 d¢nakona ¢ mpenapatoM u 3
aMITYJIBl C PACTBOPUTCIIEM TIOMEILAIOT B
KacceTy M3 [OJWBMHUIXIOpHAa. |
Kaccery BMecTe ¢ MHCTpyKuueH Tio
NPHMEHEHHIO IOMEIAlT B Tauky

KapTOHHYIO.

According to the ND. / B cootBeTcTBHH
C HOPMATHBHOH NOKYMEHTALIUEH.

Complies as prescribed / éoorBerchyeT
TpeOoBaHHAM
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIA3A

Kit storage / For confipuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
X panense KOMIIEKTA

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

[Lns yvraxoBkd no 3 ditakona ¢ npenajaToM | 3 aMIiyvabl ¢ PACTBODUTENIEM B
Kaccere:

| B opHrHHansHOfH ynaxkopke (uiakoHBI ¢ IpenapaToM H aMITyIIE ¢ PACTBOPUTENEM B
TIAYKe) pH TeMIeparype He Bemme 25 °C.

' Kit shelf life / |3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox roaHocTi koMmiiekTa | human use. / 3 roma. Cpok roiHOCTH KOMIUIEKTA ONPEAETASTCS CPOKOM TOTHOCTH
NEKapCTBEHHOTO TpenapaTa A MeIUIHHCKOTO TIPHMEHEHHS.

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cooTBeTCTBYET TPeOOBAHMAM HOPMATUBHOTO HokymerTa JIC-000295-
160721, Usmencnure Nel ot 25.04.2023.

| API name (INN) / naumenoBanue ADC ( MHH): Tenoxicam / TeHokcHKaM
API manufacturer batch number / 92035723

| Homep cepuu nponssoguTeas ADPC:
FP Manufacturer API Batch number / 23111680
Homep cepun cyGeranunu nponssoantensn LJIdD:
API Manufactured by & country / ' Edmond Pharma S.r.L., Ttaly /
Hponzeoanrent ADC, crpaua: Onmony ®apma, C.p.JL., Uraaus

Quahty Control Supervisor

,ﬂh\ o
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0y
R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmenoBanne npenapara Boja ana HHBbeKIKi (DACTBOPUTENE)
Batch no./ Homep cepun 42C1

Amount of product per batch / Pasmep ;91244

CepHH

Date of Control / lara anaimsa 07/2024

Manufacturing date / /lata nponsBoacTea 03/2024

Expiry date //laTa oxonuanus cpoka 02/2029

TOOHOCTH

TESTS / TIOKA3ZATEJH

Description /Onucanne

Water for injections (solvent) / Boga nna HubeKIHi (pacTBOpHTEIB)

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBIL

| Clear, colourless liquid without odor. /
[Tpozpaunas OeclBeTHAS XHAKOCTH Oe3
3araxa.

Particuiate matter / Mexannueckne BRIHYEHHE

Visible particles /
Budumeie vacmuys

| Should be absent. / Jo/KHB! OTCYTCTBOBATD.

Complies / CooTBeTCTBYET

Absent / OTcyTcTBYIOT

Sub visible particles /
Heeuounmuie vacmuyer

>10 pm particles /

YyacTHL pa3sMepoM > 10 MKM

>25 um particles /

YACTHLL PA3MEPOM = 25 MKM

Acidity and alkalinity /

KHcloTHOCTE M IIeNI0MHOCTE

Not more than 6000 particles per ampoule; /
He 6oaee 6000 Ha amITymy;

Not more than 600 particles per ampoule. /
He Gomee 600 ma aMmmymy.

| Test sample should pass the test. /
Henrityembnii obpazel FOJKEH BEIIEPKHBATE
HCIBITaHHE.

Reducing substances /
BoccranaBmisarwmme
BellecTBA

Test sample should pass the test. /
Hensiryemsiit 00pasen 1oken BEIEPKHBATh
UCMLITAHHE.

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

Carbon dioxide
¥Yraepona AHOKCHI

aloridesmopunu
Nitrates and Nitrites/

HHTpaTLI i HHTPHTEI

/ He momxHo OBITE MOMYTHEHHA B TEUCHYE
1 yaca.

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

No turbidity should be observed within 1 hour.

Complies / CooTBercTBYCT

<0.5ppm

Not more than 0.60002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

<0.00002% (<02 ppm)

Sulphates / Cyandarth

Ammonium / AMMoOHHIH

No turbidity should occur within not less than
1 h./ B Tedeune He Menee 1 yaca He JOIKHO
HaOMOLaTECS [IOMYTHEHHE,

Complies / COEGTCTBYGT

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

<(.6 ppm
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®
(3 GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

TESTS / HOKA3ATEJH
Calcium and magnesium /
Kanbnmii u maramii

Heavy metals/ Tsxeante
MeTAJLJILI

SPECIFICATIONS / HOPMEI
Pure blue color should be observed (without a
violet hue). / JomkHo HabAIODATLECT YHCTO
CHHee okpalInpaHue (6e3 puoneTororo
OTTEHKA).

Not more than 0.00001 % (0.1 ppm). /
He 60onee 0,00001 % (0,1 ppm).

RESULTS / PE3YJBTATHI
Complies / CooTBeTcTBYET

<0.00001% (<0.1ppm)

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

Conductivity / Not more than 25 pS/cm. / 5 uS/cm./
ICKTPONPOBOXHOCTE He 6omee 25 MxCm/cM. 5 mxCm/cm.
Extractable volume / Not less than labei claim (not less than 2 ml). / 2ml/
Hapaexaemsrii 06beM He MeHee HoMHHasIBHOTO (He MeHee 2 MII). 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25 EU/mL/
BaxTepua/jisHbIe 3HAOTOKCHHBI | injections. / He Gonee 0,25 ED/Ma Boxnsl ans <0.25 ED2/mn

HHBEKIHI.

Sterility / CrepuasHocTh

Should be sterile. / JomxkHa OBITE CTEPHIBHOI.

Sterile / CTepunsHo.

Packaging / ¥naxoBka

Primary package

2 mlL 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. /

IHepsuuHas v nakoBKa
Io 2 Mn pacTRopuTens (BOMA I HHLEKIHH) B

aMmyny w3 OecnperHoro crekna, THm 1. Ha
HAHECEHA TOUYKA

BEpXHEHl 4acTH aMImylibl
PasIoMa OPAHKEBOTO IBCTA,

Primary packagg

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, /
| [lepBu4Has v MAKOBKA
ITo 2 Mn pacteopMTEns (Boma INA
w3
OecipeTHoro crexna, tan 1. Ha
BepxHell dacTH aMITyssi HaHeceHa
TOUKA Pa3710oMa OpaH:KeBOoro 1BETa.

HHBEKIMHA) B amIyry

Shelf-life / Cpox ronnoctn

5 years. / 5 7er.

Assessment: / 3axioueHue:

|

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepun cooTBeTCTBYET TpeboBaHHAM HOpMaTHBHOTO BoxyMeHTa JIC-000295-160721,
Hsmenenue Nel ot 25.04.2023.

4li Ethemoglu

Quality € o rloll Supervisor

N, '1630‘“?)}
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIM3A

Name of Product/
Haumenopanme npenapara

Batch no./ Homep cepun

Amount of product per batch / Pazvep

cepHn

Date of Control / EaTa aHaanza

Manufacturing date / Jlara nponssoacTsa

Expiry date //laTa oxoruannd cpoka

TOOHOCTH

Water for injections (solvent) /

Boja AnA MHbEeKLHH (DaCTEOPHTEIb)

42C2
920515

06/2024
03/2024
02/2029

Water for injections (solvent) / Boga nia unbexkumii (pacTBopHTENE)

Description /Onucanne

TESTS / IOKA3SATEJHW

SPECIFICATIONS / HOPMBL

Clear, colourless liquid without odor. /
TIpo3paunas feclseTHas KHIKOCTE 6e3
3amaxa.

Particulate matter / MexaHHYecKHe BKIKYMEHHS

Visible particles /
Buoumvie vacmuyi

Sub visible particles /
Hesuoumere yacmuyer

>10 pm particles /
4acTHI pazMepoM = 10 MEM

>25 pm particles /
YACTHIL PA3MEPOM > 25 MKM

Acidity and alkalinity /
KuclioTHOCTD W LIeJ0YHOCTh

RESULTS / PE3YJBTATHI
Complies / CooTBeTCTBYCT

Should be absent. / JlomxHsl 0TCYTCTBOBATD. Absent / OtcyTCTBYIOT
Not more than 6000 particles per ampoule; / 3

He 6onee 6000 Ha aMITymy;

Not more than 600 particles per ampoule. / 0

He Gonee 600 Ha amnymy.

Test sample should pass the test. /
HcnsrryeMsnii ofpazel] J0TKeH BEIISPKHABATE
HCIIBITAHHE.

Reducing substances /
BoccraHaBiHBaloLUIHe
BELECTBA

Carbon dioxide
Yraepoga AHOKCHT

| Test sample should pass the test. /

Hcneiryemeiit obpazell Ao/DkeH BELIEP)KYBATh
HCITBITAHNE.

Complies / CooTpeTCcTBYET

Complies / CooTBeTCTBYET

No turbidity should be observed within 1 hour.

/ He monkio ObITh NOMYTHEHMS. B TEUESHHS
1 gaca.

Chlorides/ Xuiopnaab

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

| Nitrates and Nitrites/
|
HuTparbl H HHTPHTH

Sulphates / C_y.ﬂbqla'rbl

Not more than ¢.00002 % (0.2 ppm). /
He 6onee 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 TeucHue He MeHee 1 yaca He DOMKHO
HaOMI0AATHCA IOMYTHEHHE,

!
I Ammonium / AMMoHuii

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

Complies / CooTBeTCTBYET

<0.6 ppm
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(X GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IIOKA3ATEJIR
Calcium and magnesium /
Kanbunii n marnnii

SPECIFICATIONS / HOPMbI
Pure blue color should be observed (without a
violet hue). / JomxHo Hab/monaTsecsa YHCTO
CHHee oKpammHBaHre (6e3 QUONeTOROTO
OTTEHKa).

Heavy metals/ Ta:xennie
MeTaJLJIb

RESULTS / PE3YJBTATEI
Complies / CooTReTCTBYET

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

<0.00001%% {<0.1ppm)

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

| Cyxoii ocTaTok

" Conductivity / Not more than 25 pS/em. / 5 uS/em./
NeKTponpOBOIHOCTE He 6onee 25 MxCm/cmM. 5 MxCwm/cuM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3Baexaemblil 00nem He MeHee HoMMHANTBROTO (HE MeHEe 2 M), 2 M

' Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTtepranbHble 3HI0TOKCHHBI | injections. / He donee 0,25 ED/Mn Bonst ans <(0.25ED/Mn

HHBEKLHHA.
I Sterility / CrepuasHoCTE Should be sterile. / I[(mmHaarrh CFEpH_J]bHOﬁ. Sterile / CrepunbHo,
' Packaging / YnakoBka Primary package Primary package

:S_helf-life Epox roanocTH

Assessment: / 3aknoueHune:

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. /
INepBuynas » maxoBKa

Ilo 2 Mn pacTBOpHUTENs (BOAA 111 UHBEKLIKI) B
ammyny mnz OecnsetHoro crekma, tam I. Ha
BepXHell 4YacTy aMIIylbl HaHEeceHa TOYKa
paz1oMa OpaH)KEROTO LIBETA.

5 years, / 5 ner,

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. /
TlepBrunag ynakoBKa

Ilo 2 mn pacreoputena (Bojza ais
HHBEKUWH) B aMOyiny U3
tecupernoro crekna, tTHn I Ha
BepXHell vacTH AMITYJIBl HaHeceHa
TOYKA PA3I0MA OPAHKEBOIO 1IBETA. |

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

#1 on 25.04.2023 /

Cepusa cooTBeTcTBYET TpeDOBAHNAM HOpMATHBHOTO HoxymenTa JIC-000295-160721,

Usmeneane Nel ot 25.04.2023,

Al Ethemoglu

|
£
Quality C0|+trli'rl T’}mervisor
i b ! I| f

\ W 9 qb

I-\. )
\:

\
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®
3 GENSENT

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumeHopanne mpenaparta Boga ana HHBeKOHH (PACTBOPHTE/D)
Batch no./ Homep cepun 42C5
Amount of product per batch / Pazmep 88591
cepHH
Date of Control / laTa anannza 07/2024
Manufacturing date / JaTa nponBoacTEa 03/2024
Expiry date /1aTa oxoHuaHnsa cpoka 02/2029
TO[HUCTH
Water for injections (solvent) / Bona aaa nHBeKkunif (pacTEOpHTENL)
TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATEI

Description /Onucanune

Clear, colourless liquid without odor. /
[Tpozpaynas GecHBCTHAS KHIKOCTE OC3
3amnaxa.

Complies / CooTeeTcTBYET

Particulate matter / MexanH4ecKHe BKIHOYCHHS

Visible particles /
Buoumere yacmuyor

Sub visible particles /
Hegudumvte vacmuye:

=10 pm particles /

=25 pm particles /

gacTyhLl pazmepom > 10 MM

Acidity and alkalinity /
KncnoTHoeTE H IEJOYHOCTH

Should be absent. / JJomKHEI 0TCYTCTBOBATE.

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

Not more than 600 particles per ampoule. /

qacThi pazMepoM = 25 MkM | He Gonee 600 Ha aMmmymy.

Absent / OTcyTCTBYIOT

13

Test sample should pass the test. /
Henbrryemuiii o0pasel 100KeH BRICPKHBATS
HCIIbITAHUE.

Complies / CooTeeTCTBYET

Reducing substances /
BoccTanapanpawimie
BelllecTBA

Carbon dioxide
¥raepona 1HOKCHA

Test sample should pass the test. /
Hcnerryemutii oOpasell J0MKSH BELIEPKHABATD
HUCTILITAHHE,

| No turbidity should be abserved within 1 hour.

/He OOJKHO OBITh NOMYTHEHI B TCHEHHC

Coﬁplies / CooTBeTCTBYET

Complies / CootBeTcTBYET

HuTpaTh! H HHTPHTHI

' Sulphates / CyandaTtn!

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

No turbidity should occur within not less than
1 h. / B Teyeune He Menee 1 9aca He NOBKHO
HaOIFOIATHCS TOMYTHEHHE.

| | gaca.
Chlorides/ Xnopnan: | 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)

Complies / CooTsetcTBYeT

Ammonium / AMMOHMIi

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

<0.6 ppm
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R GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

. TESTS / HOKA3ATEJIH
Calcium and magnesium /
Kanpmii 4 Marumii

Heavy metals/ Taxennie
METAJLIBI

SPECIFICATIONS / HOPMBI

OTTEHKA).

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

Residue after evaporation /
Cyxoii ocraror

' Con(fuctivity /
DJeKTPONpPoBOAHOCTE

| Not more than 25 pSiem. /
He Gomnee 25 MxCwm/cM.

" Extractable volume /
H3paekaeMblii 00beM

Bacterial endotoxins /
BakTepuaibHble 3HI0TOKCHHBI

| Not more than 0.25 EU/mL of water for

| RESULTS / PE3YJILTATHI
Pure blue color should be observed (without a Complies / CoorsercTByeT
violet hue). / JlomkHno HabmoZaThCA MHCTO
cUHee okpamusanue (03 groneToBoro
Not more than ¢.00001 % (0.1 ppm). / <0.00001% (<0.1ppm)
Not more than 0.004%. / He 6onee 0,004%. 0.001 %
5 uS/em./
5 MkCw/cM.
| Not less than label claim (not less than 2 ml). / 2ml/
He MeHee HoMuHATBHOTC (He MeHee 2 M). 2 M
<0.25EU/mL/
<(0.25E3/Mn

injections. / He Gonee 0,25 E3/Mn Bogs! ons
HHBEKLHH.

. Sterility / CrepaabHocTh

Packaging / Ynaxkoska

Should be sterile. / Jlomkna OBITE cTEpHABHOI.

Sterile / CrepunkHo.

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. /
| [lepBr4HAadA vIAKOBKA

Ilo 2 M7 pacTBopuTens (Boja AN HHBLEKLII )} B
amnyay u3 Oecnpernoro crekna, tan l. Ha
BEDXHEH YAacTH aMOylabl HaHeceHa TO4Ka
Pa3IoMa OpaHXeBOTO LIBETA.

Shelf-life / Cpok rogrocTn

5 years, / 5 ner.

Assessment: / 3akmouyeHue:

| TOHKa pa3noMa opaHKeBOro NBETa.

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. /
[MepBrunan ynakoska

Ilo 2 ma pacTBOpuTEns (BoHa A
WHBEKUHH) B aMmyny W3
OecnperHoro crekia, tHn I Ha
BEPXHEH 4acTu aMIyNbl HaHECEHA

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

#1 on 25.04.2023 /

Cepns cOOTBETCTBYET TpeOOBaHWAM HOpMaTHBHOTO iokyMenTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

Ali Ethemoglu

f

Quality Contpal IISuperviSOr
\ '-,_ l.i'
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