CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

Name of Product/
Hanmenosanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / Jata anaauza

Manufacturing date / Jara
NMPOM3BOACTBA

Expiry date /lata oxonvanus
CPOKA FOAHOCTH

TESTS / IIOKA3ATEJHA

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEA®, nioduanzar Aisi NpAroToBJIeHHA pacTBopa Ajs

HHbEeKEHi, 20 Mr
23H10891A

41.858,000

09.2023
08.2023

07.2026

SPECIFICATIONS / HOPMbI

Appearance / Onncanne

Identification / [loaaHHHOCTH

Tenoxicam by HPLC /
Tenoxcuram (BIAKX}

Tenoxicam by UV-
spectrophotometry / Tenoxcurkam
(Y-
crexmpogiomomempdecKiii)

Yellow with greenish tint lyophilized powder. /
JlrodnnH3UpoBaHHBIH NOPOINOK JKENTOro ¢©
3€NIeHOBATEIM OTTEHKOM LIBETA.

RESULTS /
PE3YJbBTATHI

Complies / CooTBeTCTBYET

| 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
VI KUBaHHA MMKa  TEHOKCHKaMa Ha
XpOMAaTOrpamMme HCTTHITYRMOTO pacreopa
OOIKHO COOTBETCTBOBATE BPEMEHH
VIEPKHBAHHAS MUKa  TEHOKCHKaMa  Ha
XPOMATOTPAMME  CTAHAAPTHOIO pacTBopa (CM.
«PoncTeennne OPHMECHD, ONpEJICNeHNE
eNHHHYHBIX TIpUMecel M CyMMBl [IpHMecei
1254 Bm)).

Complies / CooTBeTcTBYET

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). / VYd-cmektp
NOTTIOMWEHHA HCTIBITYEMOTO pacTBopa,
TIPHTOTOBJIEHHOTO Ui KOJIMYECTBEHHOTO
oTipeneneds, B obnacti ot 230 oM 1o 400 um
NOMKEH MMETH MAKCHMYMBI TIDH JUIMHAX BOJH
257 £ 21um, 285 + 2uM ¥ 368 = 2 HM (cM.
«KonmecTseHHO: onpeliencHie TEHOKCHKAMAay ).

Complies / CooTBeTCTBYeET
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CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIN3A

TESTS / MOKA3ATEJIH

Sodium metabisulfite /
Hampua memabucyrvghum

SPECIFICATIONS / HOPMBEI

RESULTS/
PE3YJbTATHI

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. / Bpems ynepxupanus mika
Hatpug MertabucynbGura Ha XpOMATOIPAMME
MCTMBITYEMOTO pacTeopa DOMKHO
COOTBETCTBOBATE BPEMEHH YACPKMBAHHA [THKA
HaTpus MeTalHCynb(UTa Ha XpoMarorpamMme
CTAHIAPTHOIO pacTBopa (cM. «KoaHyecTBeHHOS
OTIpCAeNIeHHe HATPHs MeTaOUCYIBhITay ).

Complies / CooTBeTcTBYET

Dissolving time / Bpemn
‘ pacTBOpeHun

Not more than 60 seconds. / He Gonee 60
CeKyHI.

27 sec/ 27 cex

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO PACTBOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ipenapar
JOJDKEH pacTROPATLCA TIOJHOCTBIO c
OTCYTCTBHEM HEPACTBOPEHHRIX YacTHl, Oe3
BHINMBIX MEXaHMYECKHX BKIIOYeHmi. Pactsop
JIOIGKEH OBITh TIPO3PAYHEBIM.

Complies / CooTBercTBYET

" Solution clarity /
Ipospaunocth pacTBopa

| Solution Color /
IlgeTHocTH pacTBOpa

The product solution should be clear. / Pactsop
Apenapara A0MKeH OBITh MPO3PadHEIM.

The product solution should not be more
intensively colored than the reference solution
GY1. / CTeneHs OKPAcKH pacTBOpa NpenapaTa He
JOJDKHA TpeBLInaTh 3tancH GY).

Complies / CooTBercTBYET

Complies / CooTBeTCTBYET

pH

| Particulate matter / Mexannyeckue BKIHYEHHA

7.51010.0./0717,5 0o 10,0.

| Visible particles /
Budumwre vacmuye

Subvisible particles /
Heeudumwie vacmuys:

=10 pum particles/
YacTun pasmepoM = [0 MM

=225 pm particles/
Yactun pasMepom = 25 Mkm

Should be absent/ J{om&Hb1 0TCYTCTBOBATE

Not more than 6000/vial; /
He Gonee 6000 na dnaxow;

Not more than 600/vial. /
| He Gonee 600 #a duaxon.

9,2

Absent /O1cyTerRyior

65 / vial
65 / pnakon

0/ vial
0/ dnaxon
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CERTIFICATE OF ANALYSIS / CEPTUDOHUKAT AHAJIM3A

TESTS / TTIOKA3ATEJIH ! SPECIFICATIONS / HOPMBI | RESULTS /
| PE3YJBTATHI
Related substances / Poncreennsie npumecn
' 2-aminopyridine / | Not more than 0.5 %, / Ie Gonee 0,5 %; | Not detected / He |
2-aMUHONBPHINA oOHapyxeHa |
Individual unidentified impurity / Not more than 0.5 %; / He 6onee 0,5 %; Below LOQ (LOQ =
Envnanunas 0.05%) / Huxe npemena
| HeUNeHTH(PHIMPOBAHHAS IIPHMECE KOJIMICCTBEHHOTO |
ompeaeneHna  ([IKO =
0.05 %)
| gotal impun'ties{, Not more than 1.0 %. / He 6onee 1,0 %. Below LOQ (LOQ =
yMMa ripumeceii 0.05%) / Hwxe npenena |
| KONHYECTBEHHOTO
ompeacienns (KO =
0.05 %) |
|
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=15 (n=10) |
OamopoaHocTh J03HPOBaHNS than 15.0. / Tlokazarens, npHemieMocTH (AV)
| Aosker OBITE He Gonee 15,0.
 Water /Boa Not more than 3.0 %. / He 6ozee 3,0 %. 1.0% Wi
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg /
| BakTepHaIbHbIE JHA0TOKCHHDI He Gonee 1 ED/Mr TeHOKcHKaMa. <0.128 E3/ mr
| Sterility /CTepuibtocTs Should be sterile. / Jlon:ken GBITE CTepHALHBIM, Sterile / Crepunen
Assay / Koansecrsennoe onpeneienue
| Tenoxicam/ Tenoxcuxam | 90.0% to 110.0% of C;3H;;N304S; (tenoxicam) |
of labe! claim. / Or 90,0% no 110,0 % 99.4 9
Ci3H11N304S; (TeHOKCHKAM) 0T HOMHHABLHOTO ‘ e
| conepKaHns,
| Sodium metabisulfite / ' 85.0% to 110.0% of Sodium metabisulfite of the
Hampus memaducynnhum label claim. / Ot 85,0 % no 110,0 % HATPUA 101.0 %
MeTabucynbpuTa OT HOMHHAIIBHOTO e

COAEPKAHHA, |
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

|

 TESTS/MIOKA3ATEJHU I SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATEI
:Eckage { YmakoBka Primary package 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. /
TleppryHasn v nakoska

Ilo 20 Mr TeHokcukama BO (IaKoH u3

OecuBeTHOTO CTeKNIa THIT I,
YKYTIOpEHHEI npoOkoit u3
OpoMOyTUIIOBOH  pesuHbl,  05XKAToi

ATIOMUHHEBBLIM KOJIMAYKOM C KOHTPOIEM
HNEPBOTO0 BCKPBITHA M [LIACTHKOBLIM

20mg 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. /

| leppyuHas ynakoska

ITo 20 Mr TeHokcukama BO (nakoH K3

OecureTHOrO CTEKIAa THI 1,
YKYNIOPEHHEIH npofkoi H3
OpoMOYTANOBOI  pesuHBL,  06XaTol

ATHMHAHHEBBIM KOJITAYKOM C KOHTpOIEM
NCPBOro  BCKPBITHA W IUIACTHKOBBIM

AHCKOM MOBEpX AMIOMUHHEBOTO | IHCKOM MOBEPX AIIOMHUHHEBOrO
. = KONTAauKa, - | KONnauka. |
Shelf-life/ Cpox roanoctn 3 years. / 3 roga.
KIT / KOMILIEKT
TESTS / TOKA3ZATEIHN SPECIFICATIONS / HOPMbEI RESULTS / PE3YJBTATHI

| Kit package / Vmakoska
KOMILIEeKTa

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. /

Broputunagd \ makoBka

-

Ilo 3 dmakona ¢ npenapatoM W 3
aMNYNEl ¢ PACTBOPHTENIEM MOMEINAIOT B
KacceTy W3 MOIHBHHUIXIIOPHIA.

1 kaccery BMecre ¢ umHCTpyKnmell mo
NPUMEHEHWI0 MNOMEWAT B  NAuKy
KapTOHHYIO.

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. /

Broprynas vnakoska

llo 3 ¢makona ¢ npemapatoM u 3
aMITyJIbl ¢ PACTBOPHTENEM MOMELIAOT B
Kaccery W3 IMOJMBHHUAXIOpRAa. !
KacCeTy BMECTe ¢ UHCTPYKiHEH 1o
NPUMEHEHHIO  [OMEWAT B NAYKY

KapTOHHYIO,

| Labeling/ Mapkupopka

According to the ND. / B coorpeTcrnn
C HOPMATHBHOH JOKYMeHTaLHeit.

. Complies as prescribed / CooTBeTCTByeT_

TpeSoBaHIAM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIV3A

CKit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHemie KomnaexkTa

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

Is yrakoBky 1o 3 (iakoHa ¢ MpPenapaToM M 3 aMITyJibl ¢ [acTBOPHTENEM B
kaccere:

| B opurusaneroii ynakoeke (rakosst ¢ npenaparom U AMITyJIBI C PACTBOPHTENIEM B
TQUKe) NMpM TeMIepaType He pbime 25 °C.

' Kit shelf life / 3 years. The kit shelf-life is determined byTe_shelf-life of the medical product for
| Cpok rognoets komnnexra | human use. / 3 rona. Cpok roaHOCTH KOMITTEKTa OTIPEAEIACTCA CPOKOM I'OOHOCTH
JICKAPCTBEHHOTO NMPEenapaTa il METHLHHCKOrO NPUMEHCHHUS.

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepist COOTBETCTBYET TPeGOBAHMAM HOPMATHBHOIO noxymenTa JIC-000295-
160721, Hamenenne Nel ot 25.04.2023.

| API name (INN) / nanmenoeanne A®C (MHH): | Tenoxicam / Tenokcukam |
API manufacturer batch number / 92043421 .

| Homep cepun nponssoautens ADC: |

| FP Manufacturer API Batch number / ! 22105967 |
Homep cepun cy6eTanunn nponzsoanrens I'JId:

" API Manufactured by & country / | Edmond Pharma S.r.L., Italy / ‘

| IIpoussoautens APC, crpana: Snmona ®apma, C.p.J1., Utamus

Quality Control Supervisor
Bilal cA

|
I e II\
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®
CRGENSENT

CERTIFICATE OF ANALYSIS/ CEPTUO®HKAT AHAJ/IN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaHHe Apenapara Boja a1a HHbeKUUH (PACTBOPHTE/b)
Batch no./ Homep cepun 32B1
Amount of product per batch / Pazmep : 88903
cepun
Date of Control / IaTa ananuza 03/2023
Manufacturing date / Jlata nponssogerea :  02/2023
Expiry date /[aTa OKOHYAHHA CPOKa ;01,2028
TOAHOCTH
Water for injections (solvent) / Boga ana HRBLeKIHi (pacTBOPHTEIB)
TESTS / MOKA3ATEAUN SPECIFICATIONS / HOPMBI

i Description /Onncanne

Clear, colourless liquid without odor. /
ITpo3paunas GecluBeTHas KUIKOCTE Oe3
3amaxa.

Particulate matter / Mexanyueckne BRKANYEHHA

Visible particles /
Buouwmpie vacmuynr

Sub visible particles /

| Acidity and alkalinity /

Hegudumuie yacmuysl

>10 pm particles /

Should be absent. / JomKHEL OTCYTCTBORATS.

RESULTS / PE3YJIbTATH! |

Complies / CootBercTByeT

Absent / OtcyterBytoT

Not more than 6000 particles per ampoule; /

yacTul pasmepom > 10 mkm | He Gonee 6000 Ha ammyiy;

=25 pm particles /

Not more than 600 particles per ampoule. /

aacran pazmepoM > 25 mkM | He 6omnee 600 Ha amnyay.

KHCI0THOCTE H IHEN0YHOCTE

| Reducing substances /

BoceranaBauearouine
BElLECTBA

Carbon dioxide
¥Yraepooa AnoKeHA

Test sample should pass the test. /
Henpityemsiit 06pazer TomKeH BELIep:KIBaTh
HCOBITAHME.

Complies / CooTBeTCTBYET 1

Test sample should pass the test. /
HcneiTyeMbliif 00pazen JoMKeH BICPAUBATE
HCIBITAHHE.

Complies / CooTBeTcTBYET

No turbidit;f should be observed within 1 hour.

/ He jomxHO QbiTh NOMYTHEHHS B TeUSHHS
1 yaca.

Chlorides/ XaopHasbl

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

I Nitrates and Nitrites/

Hutparhl H HUTPHTLE

. Sulphates / CyaspaTtsl

Ammonium / Ammounii

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

Complies / C(TOTBETCTByeT

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Tedenwue ue meHee 1 uaca He JOIDKHO
nabmoaaTsbes NoMyTHEHHe,

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

Complies / Coome’rm}e'r

<0.6 ppm
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®
B GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIN3A

| TESTS/NOKA3ATEJHU
Caleium and magnesium /
Kanbumii B maranii

Heavy metals/ Taxenie
MEeTAMIbI

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJBTATHI

Pure blue color should be observed (without a
violet hue). / JomkHo HAOMFOIATECA YHCTO
CHHee oKpalinBaHie (6e3 GromeToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

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

<0.00001% (<0.1ppm)

‘Residue after evaporation /
Cyxoii ocTaTok

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

Conductivity /
IEKTPONIPOBOAHOCTD

Extractable_volume /
H3pnaexaemblii o0bem

Not more than 25 uS/cm. /
He 6onee 25 MxCnm/cM.

0.000 %

6 nS/om./
6 MECM/cM.

| Not less than label claim (not less than 2 mi). /
He MeHee HOMMHANBHOTO (HE MeHee 2 MIT).

Bacterial endotoxins /
BaxTepnasbHbIe 3HA0TOKCHHDI

' Sterility / CtepuiabHoCTB

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mn Boan! oj1a
HHBEKLIHII,

2ml/
2 Mn

<025EU/mL/
<0.25 E3/Mn

Should be sterile. / [Joakna ObITE CTEPIITBHOR.

Sterile / Crepunero.

' Packaging / Ynakoska

Shelf-life / Cpok roaHocTH

Assessment: / 3akmoycHEe:

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. /
TlepBu4Has Y TAKOBKa

ITo 2 M pacTeopuTens (BOAA Al HHBEKIHK) B
aMmyny m3 OecupetHoro creknma, tun 1. Ha
BepxHell uacTH aMmyTel HaHeceHa To4YKa
paznoMa OpamKeEBOTO 1BETA.

Primary 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. /
[fepeprunas yNakoBKA

IMo 2 Mn pacTeopuTens (Boga mis
UHBEKUHH) B aMIyny n3
OecuserHoro crexma, tunm [ Ha
BepxHell 4YacTd aMIynel HaHeceHa
| Touka pa3IoMa OpaKeBOro LBETA.

5 years. / 5 net.

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

#1 on 25.04.2023 /

Cepus cooTBeTcTByeT TpeOOBaHHAM HOpMAaTHBHOTO noxymenra JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

Alithemoglu
i
i

'y
i

Quality ( 'c.)!'z'lf.llnl Supervisor
W,
KLGENCENTA

|Ia§§@qe’zr S
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®
SYGENSENTI

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJNU3A

Name of Product/
HanmeHoBaHMe FEpeniapaTa

Batch no./ Homep cepun

Amount of product per batch / Pasmep
CepHH

Date of Control / TaTa anaauza
Manufacturing date / laTta npouspoacTea

Expiry date /laTa oxonuaHHA cpoka
roJHOCTH

Water for injections (solvent) /
Boaa gna uHbeKUHE (pacTBOPHTE/IE)

3282
89178

0372023
02/2023
01/2028

Water for injections (solvent) / Boaa s nanbeknnii (pacTBopHTENE)

TESTS /TIOKA3ZATEJIN

Description /Onucanne

| SPECIFICATIONS / HOPMEI
Clear, colourless liguid without odor. /

RESULTS / PE3VJBTATEI
Complies / CooTReTcTRYET

Particulate matter / Mexanmueckne BKIKYEHHS

Visible particles /
Budumeie uacmuyst

| Should be absent. /Eonxam OTCYTCTRORBATD,

[Tpozpadnas GecriBeTHas KHIKOCTH O3
3araxa.

Sub visible particles /
Hesudumbie yacmuybl

>10 pm particles /

yacTHI pazMepoM = 10 MM

=25 pm particles /

YACTHL pA3MEPOM = 25 MKM

Acidity and alkalinity /

KucJI0THOCTE H INETI0YHOCTD

Not more than 6000 particles per ampoule; /
He donee 6000 Ha ammyny;

Not more than 600 particles per ampoule. /
He Gonee 600 na ammyiny,

Test sample should pass the test. /
Hcnwiryemsiii obpazell 101KeH BhIIEPKUBAT
HCTILITAHHE.

Absent /_()TcyTCTBymT

Complies / CooTBercTRYET

Reducing substances /
BoccTanapauBainne
BeIIECTEA

Test sample should pass the test. /
Henvrryemsbiii obpazen IOMKeH BHACPAKUBATE
HCTIBITAHHE,

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoga IHoKcHA

Chlorides/ Xnmopuabi

Nitrates and Nitrites/

Hn’rpa'n,l H HHTPHTBI

No turbidity should be observed within 1 hour.

/ He momxHo GBITE IOMYTHEHHA B TeUCHHE
1 uaca.

Not more than 0.5 ppm. / He 6onee 0,5 ppm,
Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

Complies / CooTBercTBYET

<{.5ppm
<0.00002% (<0.2 ppm)

Sulphates / CynbéaTter

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee | 1aca He TOKHO
HaOIFOIATHCH MOMYTHCHNC,

Ammonium / AMMoHHI

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

Complies / CooTBeTCTBYET

<0.6 ppm
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0y
R GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIN3A

TESTS / MOKA3ATEJIA

Calcium and magnesinm /
Kaannui 1 Marnuii

Heavy metals/ Taxenasie
MeTaJJIhbI

SPECIFICATIONS / HOPMbI

| Pure blue color should be observed (without a

violet hue). / lonsxHo HabnrozaTeca YHCTO
cunee oxpammBanne (be3 gmonerosoro
OTTEHKA).

RESULTS / PE3YJbLTATHI
Complies / CootBeTcIBYET

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

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

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
DUeKTPONPOBOIHOCTL

Extractable volume /
H3Baexaemelii 00bem

Bacterial endotoxins /
BakTepnajibHble JHA0TOKCHHBI

| Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Not more than 25 pS/cm. / 6 uS/cm./
He Gonee 25 MxCM/cM. 6 MrCm/cM.
Not less than label claim (not less than 2 ml)T/ 2 ml/
He MeHee HOMHHANEBHOTO (HE MeHee 2 MII). 2 Mn
Not more than 0.25 EU/mL of water for <0.25EU /mL/
injections, / He 6onee 0,25 E3/Mn Boapl ans <025E3/mMn

HHBLEKLHA.

Sterility / Crepuabsnocts

Should be sterile. / JlomkHa OBITL CTEPANBHCH,

Packaging / ¥Ynakeska

Shelf-life / Cpox rogHocTH

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. /

[leppUuHas Yy IaKOBKa

ITo 2 M pacTBopHTena (BoOa IJ1A HHLEKLHIT) B
aMnyny w3 OecuperHoro crekna, thn I, Ha
HaHeceHa TO4YKa

BEpxHEH 4YacTW aMIynel
pasnioMa OpaHkKeBoro LBETA.

5 years. / 5 ner.

Assessment: / JaoueHue:

Sterile / Crepunnmo,

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. /
TlepBunan vnaxoBka

Tlo 2 mn pacreopurensa (Bopa ans
HHBEKIMI) B aMIyiny K3
OecusetHoro crexia, TtHn I. Ha
BepxHel MacTH aMITyJIbl HaHeceHa

| TOUYKA DA3/10MA OPAHMKEBOID UBETA.

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Ceprs cOOTBETCTBYET TPeOOBAHUAM HOpMaTHBROTO AoKyMeHTa JIC-000295-160721,
H3amenenne Nel or 25.04.2023,

Ali,Ethemoglu

/

Quality Qy‘ﬁ !'rrol Supervisor

%%GE'“.“-E%
G ltacSa v Ticaret A.§
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmenoBanne npenaparta Bosa and HHBbEKUMH (PACTEOPUTE)
Batch no./ Homep cepun 22L6
Amount of product per batch / Pazmep 86624
cepun
Date of Control / {ata anamiza 042023
Manufacturing date / JaTa npoussoacTea 12/2022
Expiry date /Jata oxonuaHus cpoka 1172027
TOHOCTH
Water for injections (solvent) / Boga ais nubexunii (pactBoprrennb)
TESTS / TIOKA3ZATEJINA SPECIFICATIONS / HOPMEI RESULTS / PE3YJBTATEI

[ Description /Onucanne

| Clear, colourless liquid without odor. /
Fpo3paviHas OecReTHAA KAJKOCTE Oe3
3a1axa.

Particulate matter / MexaHn4YecKHe BKAIOYEHHA

Complies / CooTBeTCTBYET

Visible particles / Should be absent. / JJoMKHBI OTCYTCTBOBATE. Absent / OTcyTCTBYIOT
Budumuvie vacmuiyer
Sub visible particles /
Hesudumpie vacmuysr
=10 um particles / Not more than 6000 particles per ampoule; / 100
gacTHL, pasMepoM = 10 mxm | He onee 6000 Ha ammyy;
=25 pm particles / Not more than 600 particles per ampoule. / 6

YACTHL] Pa3sMepOM = 25 MKM

He 6onee 600 Ha ammyny.

Acidity and alkalinity /
KneaoTHOCTS M HEJ0YHOCTD

Reducing substances /
BoceTanaganBarwinne
BCIIECTEA

| Test sample should pass the test. /
Hcneityemelii oOpa3seil JOMKEH BEIAEPKHBATD
HCIbITAHHME.

| Test sample should pasﬁle test. /
HcenpiTyeMplit oOpasern nomxen BELIepKHBATD
HCITBITAHHE.

Complies / CooTBeTCTBYET

Complies / CooTBeTcTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

¥Yraepoaa gnokcua / He fomxHo GBITE (IOMYTHEHHS B TeUEHKHE

1 gaca.
Chlorides/ Xaopunabi Not more than 0.5 ppm. / He 6onee 0,5 ppm. <(ISppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HATpaTHI 1 HUTPHTHI

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

Sulphates / Cynbgatbi

No turbidity should occur within not less than
1 h. / B teueHne He MeHee 1 vaca HE AOIKHO
Habmo#aThCd NOMyTHEHHE.

Complies / CooTBeTeTBYET

Ammonium / AMMoOHHIH

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

<0.6 ppm |
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EGENsENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

| TESTS/IIOKA3ATEJH
Calcium and magnesium /
Kanbumii 1 MarHuii

SPECIFICATIONS / HOPMbI

RESULTS /PE3VIBTATHI

| Pure blue color should be observed (without a
violet hue). / lomxHo HaOmOAaThCA YHCTO
cuHee oxpalurBadie (Oe3 ¢proneToRoro
OTTEHKA).

Complies / CootsercTByer

Heavy metals/ Taxenanie
METAJIBI

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

<1).00001% (<0.1ppm)

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaTOK
Conductivity / Not more than 25 uS/em. / - 6 uS/cm./

| IreKTPONpPOBOAHOCTE He 6onee 25 MxCwm/cM. 6 MxCm/cM.

| Extractable volume/ Not less than label claim (not less than 2 ml). / 2ml/
HapaekaemMblii 06bem He Menee HoMMHANTRHOTO (HE MerHee 2 MIL). 2 M

|

Bacterial endotoxins / Not more than 0.25 EU/mL of water for | <025 EU/mL/
bakTepuansHbie 3HA0TOKCHHB | injections. / He 6onee 0,25 E3/Mn Boaw! fia <025 ED/ Mn

Sterility / CrepuanbHocTs

f’a;k;ging / ¥nmakoBka

UHBEKLMH.

Should be sterile. / Jlomkua GbiTh CTEPHITEHOH,

Sterile / CrepmisHo.

Primary package

colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
IlepBUyHAas YIAKOBKA

Io 2 M pacTBOpHTeNs (BOIA AT MHBEKIIHIT) B
aMmyny w3 OecnperHoro crekna, THn 1. Ha
BepxHell dYacTW aMIylsl HAHCCCHA TOUYKa
pa3noMa OPaHKeBOTO LIBETA.

Primary package

2 mL of the solvent (water for injections) in a | 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. /
[NepBrynas Y IAKOBKA

Tlo 2 Ma pacteopurensa (Boga A7
WHBCKLIHIH) B ammyny W3
fecugersoro crekma, tvn 1. Ha
BepxHell JacTH aMmylbl HaHeceHa
TOUKA [a3710Ma O aHKEBOIO LIBETA.

Shelf-life / Cpox roanocru

Assessment: / 3aKovueHne:

5 years. / 5 ner.

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

#1 on 25.04.2023 /

Cepus cooTBeTCcTRYET TpeOOoBaHHAM HOpMaTHBHOTO KokyMeHTa JIC-000295-160721,

Hsamenenne Nel ot 25.04.2023.

Ali Ethemogtu
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lHag Sanayi ve Ticarct A.S
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eENseN

CERTIFICATE OF ANALYSIS / CEPTU®OHUKAT AHAJIN3A

[pozpausas GecnBeTHA XKUIKOCTE Ges
3anaxa.

Particulate matter / MexaHH4YecKHe BKIHYEHHS

Name of Product/ Water for injections (solvent) /
HawnmMeHnoBanue npenapata Bopa ana uHBEKIMH (PACTBOPHTEND)
Batch no./ Homep cepun 32F1
Amount of product per batch / Pazmep 88745
cepHHn
Date of Control / Aara ananuza 0872023
Manufacturing date / lara npon3soacTBa 06/2023
Expiry date /{aTa oxoHYaHHS cpoKa 0572028
roJHOCTH
Water for injections (solvent) / Boga 1ia mHbekuni (pacTBopHTE D)
|  TESTS/MMOKA3ZATEJIH | = SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATBI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBercTBYET

Visible particles / | Should be absent. / JEomKHE 0TCYTCTBOBATD. Absent / OtcyTeTBYIOT
Budumweie wacmuyor
Sub visible particles / |
Hesguoumvie uacmuym
=10 pm particles / Not more than 6000 particles per ampoule; / 42
qacTull pazmepoM = 10 MxM | He Gomee 6000 Ha aMnyny;
Not more than 600 particles per ampoule. / 1

=25 pm particles /
JACTHL pa3sMepoM = 25 MKM

He 6omee 600 Ha amnyy.

Acidity and alkalinity /
KucaoTHocTh H MteJI0MHOCTE

Reducing substances /
BoccTaHaBsaHBaloOnyHe
BelnecTsa

Carbon dioxide

Test sample should pass the test. /
HenerryeMsiii obpasern nomxeH BEIIEPKHBATD
HCTIBITAHNE.

Test sample should pass the test. /
Hcneityemniii o6pasen ZoKeH BbIIEPKUBATE
HCOBITAHUE.

Complies / CooTBeTCTBYET

Complies / CoorseTcTBYeT

| No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

Yraepoja Anokenn / He momsxHO OBITH MOMYTHCHHSA B TCUCHIC

1 waca.
Chlorides/ Xnopuan 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) 1

HuTpaTel H HHTPHTBI

.Sulphates / Cyaudarnl

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

No turbidity should occur within not less than
1 h./ B Teyenue ne McHEe | yaca HE JOIDKHO
HAOIMONATECS MOMYTHEHHE.

Complies / CooTBercTBYET

Ammonium / AMMonRii

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

<0.6 ppm
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®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJHU3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

Calcium and magnesiom /
Kaannnuii n marumii

Heavy metals/ Tsxensle
METaLIbI

Pure blue color should be observed (without a
violet hue). / HoiokHo HAGMIODATRECA YHCTO
CHHEE OKpamnBaHue (6e3 (PHoNneToBoro
OTTEHKA).

Complies / CoorBercTByeT

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

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocraTok

Conductivity /
IAEKTPONPOBOIHOCTE

Extractable vo_lume /
H3saexaemMblii 00bem

Bacterial endotoxins /
baxTepuanbHble 3HIGTOKCHHDI

| Not more than 25 pS/cm. /
| He donee 25 MrCM/cm.

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

| He MeHee HOMUHANBEHOTO (He MeHee 2 M),

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

0.000 %

6 pS/cm./
6 MECM/cM.

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/MI BOISI anist
UHDBEKIHI.

2ml/
2 Ma

<0.25EU/mL/
<0.25E2/Mn

Sterility / Crepuasnocts

Should be sterile. / loyxna GBITh CTEPHITBHOM,

Sterile / CrepunrHo.

.Packaging ! ¥YnakoBka

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. /
[lepBryHasd VIaKoBKa

[To 2 ma pacTBopuTens (Bofa I HHBEKLIHIT) B
amiyny w3 Oecupetnoro crekia, Ten [ Ha
BEPXHEA 4acTH aMIOyNbl HaHeceHa TOYKa
PasnoMa OparKeBoro [BeTa.

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. /
liepBuuHag vnakoBka

IMo 2 M pactRopuTens (BoAa 1A
WHBEKLMI) B aMmIyly  H3
Oecupernoro crexiaa, tan [ Ha
BEpXHEH HacTH aMIylbl HAHCCEHA

| Touxa [a3jI0Ma OpaHXEeBOro IIBETA.

Shelf-life / Cpok rogsocTa

5 years. / 5 ner,

Assessment: / 3aKmoucHHe!

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

#1 on 25.04.2023 /

Cepua cooTBETCTBYET TpeGOBAHMAM HOPMATHBHOIO AoKyMenTa JIC-000295-160721,

Hamenenue Nel ot 25.04.2023.

A/i Ethemoglu

Quahtytf ||I Il Superv1sor
|
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