SXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIU3A

TEXARED, lyophilized powder for injection after reconstitution,

Name of Product/
HanmMenoBaHue NpenapaTa

20 mg /

TEKCAPEJI®, auodunau3at 1Js NPHroTOBJIEHHS PACTBOPA 1/

HHBbEKIUIl, 20 Mr

Batch no./ Homep cepuu 21K18501A
Amount of product per batch / 40.368,000
Pazmep cepuu
Date of Control / llaTa aHaau3a 01.2022
Manufacturing date / lata 10.2021
MpPOH3BOACTBA
Expiry date /IaTa oKoHYAHUS 09.2024
€poKa rONHOCTH
RESULTS /
TESTS / IOKA3SATEJIHA SPECIFICATIONS / HOPMbI PE3YJILTATBI
Appearance / Onucanue Yellow with greenish tint lyophilized powder. /

JInodmnu3NpoBaHHEIl  ITOPOIIOK KENTOro ¢
3eJIEHOBATHIM OTTEHKOM IIBETa.

Complies / CooTBETCTBYET

Identification / IloginHEOCTH

Tenoxicam by HPLC /
Tenoxcuxam (BKX)

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)). / Bpewms
yAep>KUBAHAS] Oovka  TEHOKCHKaMa  Ha
XpoMaTorpaMMe HCIBITYEMOIO  PacTBOpa
JOJDKHO COOTBETCTBOBATE BpEMEHH
yAepKABAHMASA nuKa  TEeHOKCHKamMa  Ha
XpoMarorpaMme CTaHIapTHOro pacteopa (CM.
«PoxcrBeHHEBIE TIPUMECHY, ompeeNneHue
eNVHUYHBLIX TIpUMECell W CyMMBI TpuMeceit
(254 5Mm)).

Complies / CooTBETCTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcukam

(Yo-

cnexmpohomomempuueckuii)

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). / V®-cnexktp
TODJIOIEHHS HCIIBITYEMOTO pacTBopa,
OpUrOTOBIEHHOTO Ui KOJMYECTBEHHOTO
ompenenenns, B obnactu ot 230 BM no 400 M
IOJKEeH MMETh MaKCHMYMBI NpPH JIMHAX BOJH
257 + 2uM, 285 £ 28M 1 368 = 2HM (oM.
«KonigecTBEHHOE ONpeeieHre TEHOKCUKaMay).

Complies / CoOoTBETCTBY€ET
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EBZGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

RESULTS /
TESTS / IOKA3ATEJIHA SPECIFICATIONS / HOPMbI PE3YJIBTATBI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampusa memabducynvum

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 ynep:xuBanus Iuika
HaTpus Mertabucynpdnra Ha XpoMarorpamMme
HCIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETICTBOBATE BPEMEHH YICP)KHBaHWS IHKa
HaTpua MerabHCynbduTa Ha XpoMarorpamMme
cragaaptaoro pacteopa (cM. «KonudecTBeHHOE
onpeJieNieHne HATPUS MeTabuCynbduray).

Complies / CoOTBETCTByET

Dissolving time / Bpemst
PacTBOPEHHS

Not more than 60 seconds. / He 6Gomnee 60
CEeKyHI.

45 sec / 45 cex

Appearance of Reconstituted
solution / OnucaxHue
BOCCTAHOBJICHHOTO PaCTBOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / IIpenapar
IOJDKEH PacTBOPATHCA TIOJTHOCTHIO c
OTCYTCIBHEM HEPAaCTBOPEHHBIX dacThi, 0e3
BHIVUMBIX MEXaHMYECKMX BKIIOueHHi. PacTBop
JOTKEH OBITh IPO3PAYHEIM.

Complies / CooTBETCTBYET

Solution clarity /
Ipo3pavyHoCThL PacTBOPa

The product solution should be clear. / Pactsop
npenapara JOJDKeH OBITH IIPO3PatHEIM.

Complies / CooTBETCTBYET

Solution Color /
I[BeTHOCTHL PACTBOPA

The product solution should not be more
intensively colored than the reference solution
GY ./ CreneHb OKpacKH pacTBOpa Ipenapara He
JIOJKHA IIPeBHIMATh 3Tajon GY 1.

Complies / CooTBETCTBYET

pH 7.5 t0 10.0. /Ot 7,5 no 10,0. 9.0
Particulate matter / Mexanuueckue BKJIIOUEHHS
gzszble particles / Should be absent/ JIo/KHEI OTCYTCTBOBAaTh Absent /OTcyToTByIoT
uOuMble Yyacmuybl
Subvisible particles /
Hegsuoumvie vacmuybl
>10 pm particles/ Not more than 6000/vial; / 35/ vial
Yacrun pasMepoM > 10 MKkM He 6onee 6000 Ha dnakoH; 35 / dmaxoH
>25 um particles/ Not more than 600/vial. / 0/ vial
YacTul| pasMepoM > 25 MKM He 6onee 600 Ha daxoH. 0/ ¢pnakon
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&XGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIA3A

TESTS / MOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS /
PE3YJIbBTATDLI
Related substances / PoncTBeHHbIE MPHMECH
2-aminopyridine / Not more than 0.5 %; / He 6oxnee 0,5 %; Not detected / e
2-aMHHOTIUPHIVH o0HapyxeHa
Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 %;
i Not detected / He
HeuneHTUHIHPOBaHHAsA IPHUMECH o6HapyxeHa
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %.
CymMa nipumecei
Not detected / He
oGHapyxeHa
Uniformity of dosage umits / The Acceptance value (AV) should be not more AV=3.8 (n=10)
OnHOPOIHOCTL JO3HPOBAHMS than 15.0. / Ilokasarens mpuemiaemoctd (AV)
noikeH OBITh He Gomee 15,0.
Water /Boma Not more than 3.0 %. / He 6onee 3,0 %. 1.2%

Bacterial endotoxins /
BakTepHaJbHbIe SHAOTOKCHHIbI

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<0.128 E3/ mr

Sterility /CTepuibHOCTE

Should be sterile. / {omxeH OBITH CTEPUIBHBIM.

Sterile / Crepuiex

Assay / KonnuyecTBeHHO0e OnpeaeJeHne

Tenoxicam / Tenokcukam

90.0% to 110.0% of Ci3H11N304S> (tenoxicam)
of label claim. / Ot 90,0% mo 110,0%

0,
C13H11N304S; (TeHOKCHKaM) OT HOMHHAIBHOTO 1655 %
cofepXKaHus.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampus memabucynvum label claim. / Ot 85,0 % no 110,0 % narpus 08.3%

MeTtabucynbphuTa oT HOMHHJIBHOTO

COZIep KaHuUs.
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EXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

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. /

IepBuyHas ynakoBKa
TTo 20 Mr TeHokcuKama BO (NIaKoH H3

6GEeCIBETHOTO cTeKia THII I,
YKYIIOpEHHEIH npobxoit u3
6poMOyTHIOBOM  pesHHEl,  OGKaToM

AMIOMAHUAEBEIM KOJIITA4YKOM C KOHTPOJIEM
IEPBOrO0 BCKPBITHI M  IUIACTHKOBBIM

TESTS / MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATEI
Package / YnakoBka 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. /

IlepBryHas ynaKkoBKa
Tlo 20 Mr TeHOKcHKaMa BO (iakoH M3

6ecLBETHOTO cTeKia THII I,
YKYHOPEHHBIH npobxoi u3
6poMOyTHIIOBON  PE3MHBI,  OOMXKAaTOM

AJIFOMHHUEBBIM KOJIIIAYKOM C KOBTPOJIEM
IEepBOro BCKPHITHS U INIACTHKOBBIM

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. /

BropuyHas ynakoBKa

Ilo 1 ¢nakony ¢ mnpemaparoM # 1
aMIyJie ¢ pPacTBOPUTEJIEM IOMEINAIOT B
KacceTy U3 MONUBUHIWIXIIOPHIA.

Ilo 3 ¢uakona ¢ mpemaparoM H 3
aMITyJIBl ¢ PacTBOpPHTENIEM IOMEMAOT B
KacCCeTy U3 IMOJMBUHIIIXJIOPHIA.

1 kacceTy BMecTe C HHCTPyKIMeH IO
OPYMEHEHHIO MOMEIAlT B  MauKy

KapTOHHYIO.

JIICKOM TOBEPX AFOMMHKMEBOTO | THCKOM TOBEPX ATIOMUAHHEBOTO
KOJIIayka. KOJIDagKa.
Shelf-life/ Cpok roasocTH 3 years. / 3 roga.
KIT / KOMILJIEKT
TESTS / MOKA3ATEJINA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Kit package / VmaxoBka | Secondary package Secondary package
KOMILJIEKTA 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. /

Bropuunas ynakoBka

Ilo 3 ¢umakona ¢ mpemaparoM H 3
aMIyJbl ¢ PaCTBOPUTENEM NOMELIAIOT B
KacceTy M3 HONMBHHMWIXIOpHAa. 1
KacceTy BMeCTe C WHCTpyKUueH 1o
NPUMEHEHMIO [OMEINaloT B  MauKy

KapTOHHYIO.
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L,
325G Ph
GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

Labeling/ MapxupoBKa According to the ND. / B coorsercteun | Complies as prescribed / CoOTBETCTBYET
C HOPMATHBHO JOKYMEHTALEH. TpeGoBaHUAM

Kit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:
XpaneHue KOMIJIEKTa

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

Jng ymakoBky 1o 1 dbakoHy ¢ penaparoM u 1 aMnyje ¢ pacCTBOPUTENEM B
KacceTe:

B opHTHHAIBHO} yTakoBKe ((hakoH ¢ npenapaToM H aMIrysa ¢ paCTBOPUTENEM B
Hadke) opu Temimeparype He Bpme 25 °C.

For conficuration 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. /

Jlns yrakoBKH 10 3 duiakoHa ¢ mpemapaToM U 3 aMnyJibl ¢ PACTBOPUTENIEM B
Kaccere:

B opuruHanbHo# ynakoeke ((IaKOHBI ¢ IPENapaToM U aMITyJibl C pACTBOPHTENEM B
nauke) IpH Temueparype He Bpmie 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpoxk roguocTi KoMngekta | human use. / 3 rona. Cpok roZHOCTH KOMIUIEKTa ONPEAETAETCA CPOKOM TOAHOCTH
JIEKApCTBEHHOTO IpeNapara i MEAUIHHCKOTO IPUMEHEHHA.

Assessment: / 3axmouenne: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHUAM HOPMATHBHOTO OKYMEHTa JIC-000295-160721.

Melwes e

N

St

GENSENTA PHARMA
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CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIA3A

Name of Product/ Water for injections (solvent) /

HanmeHoBaHHe MpenapaTa Bona auis HHbeKUHi (PRCTBOPUTEL)

Batch no./ Homep cepnmn 12D2

Amount of product per batch / Pazmep T 91368

cepHH

Date of Control / laTa anaansa 11/2021

Manufacturing date / aTa mpomssogcTtea :  04/2021

Expiry date /{aTa okoHIaruA CpoKa : 03,2026

TOAHOCTH

Water for injections (solvent) / Boga ana mAbeKumil (PaCTBOPHTENb)

 TESTS/NOKA3ATEJH ~ SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATH

{

[

h Deseription /Onucanne

Clear, colourless liquid without odor. /
TIpo3paunas GecLBETHAT WHAKOCTE O3
3amaxa.

Complies / CooTBercTBYET

Particulate matter / MexanuuyeckHe BKIIOUEHS

KneaoTaHocTh H Ie/I0THOCTh

Hicneimyemblii o6pasel] JoJKeH BEIEPXKUBATh
HCIBITAHHE.

Visible particles / Should be absent. / JlolKHE! owy*rcrﬁbsan. Absent / OtcyTcTBytoT
Budumere wacmuyor
"Sub visible particles/ )
Hesudumele vacmuybr
>10 pm particles / Not more than 6000 particles per ampoule; / 4
yactun pasMepoM > 10 mxm | He Gonee 6000 Ha amnyay;
>25 um patticles / Not more than 600 particles per ampoule. / 0
yacTH pasMepoM > 25 mxm | He 6onee 600 ra aMmyary.
Acidity and alkalinity / | Test sample should pass the test. / Complies / CooTBeTCTBYET

; Reduzfll_g substances / Test saﬁlﬁle'should pass the test. / Compliésm/ Co0TBETCTBYET
BocceTanarJHBAIOIIHE HcmsiTyeMsiii 06pasel H0KeH BEAEPKUBATE
BelIecTBA HCIEITAHHAE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTseTcTByeT
Yrnepona mmoxenn / He momxHO GHITH MOMYTHEHHUS B TCUCHHE

1 gaca.
“ Chlorides/ Xmopuass ‘Not more than 0.5 ppm. / He Goxee 0,5 ppm. <0.5 ppm
' Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). / ~ <0.00002% (<0.2 ppm)

HeTpaThl H HHYPHTHE

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

4 Sulphates / Cym;q)éml

No turbidity should occur within not less than

1 h. / B TeueHMe He MeHee 1 yaca He JOIDKHO
. HabmoaTeCA IOMY THEHHE.

Complies / CooTsetcTByer

Ammonium / AMMOHEH

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

<0.6 ppin
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CERTIFICATE OF ANALYSIS / CEPTHOHNKAT AHAJIM3A

TESTS / TOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATEI

|

Calcium and magnesium /
Kamnoui @ MarHmi

" Pure blue color should be observed (without a

violet hue). / Homxno zabnogarscsa YHCTO
cHHee oxpanmueanpe (6e3 dHoneroBoro
OTTEHKA).

Comptlies / CooTBercTBYyET

Heavy metals/ Tsoxennte
MeTaJJEI

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

<0.00001 % (<0.1 ppm)

Assessment: / 3axmoueRue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus coorsercTRyeT TpebGoBaHuAM HOPMaTHBHOIO nokyMerTa JIC-000295-160721.

Residue after evaporation / | Not more than 0.004%. / He 6onee 0,004%. 0,0001 %
Cyxoii ocraTox
| Conductivity / Not more than 25 uS/cm. / 8pS/em./

SUIEKTPONPOBOAHOCTE He 6onee 25 mxCm/cm. 8 mxCwm/cM.

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

Hzsnexaemsblii o6bem He meree HomuAanmsHOrO (He MeHee 2 Mi). 2 M

| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/

BaxrepHaibHEbIe 3HIOTOKCHHBI | injections. / He 6omnee 0,25 EQ/mMu Boast mis <25E3/mn
MHABEKLIH.

Sterility / CTepRiabHOCTE Should be sterile. / lomxHa GBITh CTEPUILHOIN. Sterile / CrepmneHo.

Packaging / YnakxoBka Primary package Prim ackage
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-
[lepBuYHAs vIIaKOBKa | point-cut at the top of the ampule. /
ITo 2 M7 pacteoputens (Bofa /s mHbekunii) B | [lepBudHas vOaKoBKa
ammyny u3 OecuperHoro crewna, Tun I, Ha | ITo 2 mMn pactBopurens (Boma njid
BepXHell UuacTH aMiIyJsi HAHECEHA TO4YKA | HHBEKNHYM) B amMmyny  u3
Pa3IoMa OPAFDKEBOTO BETA. GecrerHoro crekna, Tan [ Ha |

BEpXHEH UACTH aMIyNMBl HAHECEHa |
T N ) TOYKA A3IOMA ONAHIKEBOro IBETA. |
Shelf-life / Cpox roagHocTH | 5 years. /5 ner. |

Ali Ethemogiu
Qulity Control Supervisor
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIMU3A

Name of Product/ Water for injections (solvent) /
HanmeHOBaHHE MpENAPaTa Bona nJs HHbeKLHi (PACTBOPHTENE)
Batch no./ Homep cepuu 12D3
Amount of product per batch / Pasmep ¢ 91239
cepHH
Date of Control / laTa ananansa 1172021
Manufacturing date / Jara npousBoacTea :  04/2021
Expiry date /{aTa OKOHY2HHS CPOKA : 0372026
TOAHOCTH
Water for injections (solvent) / Boga mns nasexuuii (pacTBopHTEb)
TESTS/TIOKA3ATEJIM |  SPECIFICATIONS / HOPMBI  RESULTS/PE3YJIbTATHI
Description /Ouncanue Clear, colourless liquid without odor. / Complies / CooTBeTcTBYET
Tlpospadnas GecrpeTHAs XKUAKOCTD 6€3
| samaxa.

Particulate matter / MexanuueckHe BIJTHOYEHHS

Visible particles / Should be absent. / JlomkHBL orcy'rc;rﬁbsa'rb. Absent/ OTcy'mTByldr
Budumere yacmuybi
" Sub visible particles/ |
Hegudumvie vacmuyw
>10 pm particles / Not more than 6000 particles per ampoule; / 5
gacrur pasmepoM > 10 MM | He Gonee 6000 ma avmyity;
>25 pm particles / Not more than 600 particles per ampoule. / 0
yacTul pasMepom > 25 mxm | He Gonee 600 na avmyny.
Acidity and alkalinity / Test sample should pass the test, / ‘Complies / Coofaéréﬁyer
- KncnotaocTh H IEN0YHOCTH HcmmiTyemsiii oOpasen AoDKeH BHAEPKUBATE |
ACIBITAHNE.
" Reducing substances / Test sample should pass the test. / Cbmplies /CooteerctByer |
| BoccTaHABJHBAIOLIHE Hermmiryembiit ofpasen ZoKeH BHEEPKUBATH
BelIecTBa HCIIEITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CootRercTRYST
Yraepona sHoKcHA / He momxkHO GBITH NOMYTHEHUS. B TEIEHHE
| gaca.
Chlorides/ Xnopuasl Not more than 0.5 ppm. / He Gonee 0,5 ppm. R <0.5 ppm
Nitrates and Nitrites/ Not mote than 0.00002 % (0.2 ppm). / | <0.00002% (<0.2 ppm)
| HUTpATBI M HHTPHTELI He 6onee 0,00002 % (0,2 ppm).
I Sulphates / Cysbars: " No turbidity should occur within not less than Complies / Coorse'rcmye'f
' 1 h./B TequeHnre He MeHee 1 yaca He JTOMKHO
| HAbMIOAATECS OMYTHEHHE,
Ammonium / Amvommii | Not more than 0.6 ppm. /He 6onee 0,6 ppm. | <0.6 ppm -
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJA3A

| TESTS /TIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

Calcium and magnesium /
- Kampunii u marnmii

|
|
|
|
|

Pure blue color should be observed (without a
violet hue). / JomxHo HaOMOAATECA YHCTO
cuHee oKpamnrBanne (6e3 UoNeToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsxenste
| METAJIIbI

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 6oxee 0,004%. 0.0001 %
| Cyxoii ocTaToK
| Conductivity / Not more than 25 pS/cm. / 8uS/cm./
AneKTPONpoBOAHOCTE He Gonee 25 mxCm/cM. 8 MxCm/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BaexaemMblii 00LeM | He MeHee HOMHHANBHOTO (He MeHee 2 Mi1). 2 mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
Bakrepuanabuble 3HI0TOKCHHBI  injections. / He 6onee 0,25 E3/mu Boas! st <25 ED/mn
VHBEKTHI.
Sterility / CTepribHOCTE Should be sterile. / HomiHa 6BITE CTEPHIEHOM. Sterile / CrepuinbsHo.
Packaging / Ynaxosia Prim ackage Primary package ‘
2 mL of the solvent (water for injections) in a | 2 mEL 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-
TlenBuyHas YIIAKOBKA point-cut at the top of the ampule. /
TTo 2 M pacteopuTend (Boxa mid MABeKIi) B | [leppruunas vmakoska
avmmyny w3 Gecupersoro crexna, tun 1. Ha | ITo 2 Mn pactsoputens (Bopja mis
BepXHell uacTH aMIynsl HAHECEHA TOYKA | MRBEKIHI) B aMITy sy 7 c}
pasioMa OpPamXeBoro IBETa. fecuBerHoro crekna, tun I Ha
BEpxHEH YacTd aMITynhl HaHECEHA
TOYKA [a3JIOMa OPaHKEBOTO L{BETA.
| Shelf-life / Cpox roqHocTH 5 years. / 5 ner.

Assessment: / 3aKrO9eHAE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeGOBaHAAM HOpMaTUBHOTO KokyMenTa JIC-000295-160721.

Alli Ethemoglu
Qulity Control Supervisor
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJA3A

Name of Product/ Water for injections (solvent) /
HaumeHOBAHHE MpemapaTa Bona o1 wibeKnnil (pacTBOPHTENh)
Batch no./ Homep cepHu 02K4
Amount of preduct per batch / Pasmep 90749
cepun
Date of Control / aTa anamn3a 12/2020
Manufacturing date / Jlata npoH3soacTEa 11/2020
Expiry date /[aTa okoH4YaHHA CPOKA 10/2025
roTHOCTH
Water for injections (solvent) / Boga mast mHbLeKunii (PacTBOPHTENb)
~ TESTS/NOKA3ATEJHM |  SPECIFICATIONS / HOPMEI

RESULTS / PE3YJIbTATBI

' Description /Onncanue

Particulate matter / MexannueCKHe BKIIOHUEHHS

Clear, colourless liquid without odor. /
TIpospa4nas GeclBeTHAd KHAKOCTE O3
3anaxa.

Complies / CooTBeTCTBYET

Visible particles /
Buoumvre wacmuypr

Should be absent. / Hbiﬁéﬁﬂﬁéy%ﬁﬁdnam.

Sub visible particles /
Hesudoumpie wvacmuyst

>10 um particles /

>25 pm particles /

YACTHI PasMEpoM > 25 MXM
Acidity and alkalinity /
Kucaornoets H @04 HOCTh

4acTyl pasMepoM > 10 MM

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

Not more than 600 particles per ampoule. /
He 6osnee 600 na ammyny.

Absent / OtcyTcTByIOT

19

| Test sample should pass the test. /

Hcmumyempiil 00pasel OMKEH BRACPKHBATE
HCITBITAHYE.

Complies / COOTBETCTBYET

HurpaTsl 1 HHTPHETDI

Sulphates / CynbdaTs:

Reducing substances / Test sample should pass the test. / Complies / CooTseTcTBYET
BoccTaRaBIHBAKOLIHE HcmeiTyeMbIi 06pasell JOMKEH BEIACPKHBATH
BEIECTBA UCOBITAHUE,
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTsercTayer
Yraepoga SHOKCH / He m0mxHO OBITE IOMYTHEHHS B TEYEHNE

1 uaca.
Chlorides/ XnopHasl Not more than 0.5 ppm. / He 6onee 0,5 ppm. ' <05ppm o
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / '<0.00002% (<0.2 ppm)

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

No turbidity should occur within not less than
1 h. / B Teuende He MeHee 1 gaca HE DOIKHO
HabmoHaThCa HOMyTHEHYUE.

Complies / CooTBercTBYET

Ammeonium / AMmonnii

Not more than 06ppm / He 6onee 0,6 ppm.

<0.6 ppm |
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJM3A

TESTS / MIOKA3ATEJIH

I

 SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATH |

Calcium and magnesium /
Kannmuth u Marsmii

. Pure blue color should be observed (without a
| violet hue). / Tommkro HabMOAATECS YHUCTO

cHHee okpauuBanue (0e3 droneToBoro
OTTCHKA).

Complies / CooTeercTBY€ET

Heavy metals/ Tsixennie A Not more than 0.00001 % (0.1 ppm). /  <0.00001 % (<0.1 ppm) "
METAJLIb] He Gonee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6oee 0,004%. 0,0003 %
Cyxoil ocraTox
Conductivity / Not more than 25 pS/em. / 4 pSfom./
DeKTPONPOROAHOCTE He 6onee 25 MxCm/cm, 4 MxCm/cwM.

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

- H3sarexaembiii 06bem He MeHee HOMHHATBHOTO (He MeHee 2 Mir), 2 Mn

‘Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <25BU/mL/
Baxrepnajbhbie 3HA0TOKeHHbl | injections. / He 6onee 0,25 ED/Mn Bogs! ans <25 ED/wmn

HMHBEKIIWH,

 Sterility / CTepmibHoeTs Should be sterile. / Jlomkea GBITh CTEPHIBHOM. Sterile / CTepHnbﬂo.

Packaging / Ynakosia Primary package f 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. /
HepBugnas yIakoOBKa

IMo 2 Mn pacTBOpUTENs (BOA IS UHBEKLUH) B
aMimyny w3 Oecipersoro crexia, Tam 1. Ha
BEPXHEl YacTH aMmyns! HaHeceHa TodYka
pasioMa OpaHkeBOro MBETA.

| MHBEKIHA) B

2 mL of the solvent (water for
injections) in a colotless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
lepBrAyHas vHaKkoBKa

ITo 2 M pacteopuTens (Boma Ams
amMIyay — u3
6ecoperaoro crexnma, Tun I Ha
BEpXHell YACTH aMIy.ThI HAHECEHA |
TOYKA [2a3JI0Ma O[}aKEBOro IBETA.

Ehelf-life / Cpor FOAHOCTH

5 years. / 5 ner.

Assessment: / 3akiouenue:;

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus coOTBETCTBYET TpeGOBaHIAM HOPMATURHOrO KoKyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quility Control Supervisor
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CERTIFICATE OF ANALYSIS / CEPTUPHKAT AHAJIU3A

Name of Product/

HawmeHOBaHHe TIpenaparta

Batch no./ Homep cepnn

Amount of product per batch / Pazmep

CepHU

Date of Control / JaTa anamn3a

Manufacturing date / lara nponssoacTea

Expiry date /laTa oxoHYaHAA cpoKa

FOAHOCTH

T Description /Onucanme

Water for injections (solvent) /

Bona nis AEbEKUHI (PaCTBOPHTENE)

02K7
91833

01/2021
11/2020
10/2025

Water for injections (solvent) / Boga pjis uebexnmii (DacTBOPHTEb)
TESTS / MIOKA3ATEJH

Particulate matter / Mexanuuec ke BIIIQOUEAHA

Visible particles /
Buoumvie vacmuysl

Sub visible particles /

Heeudumeie vacmuyor
>10 pm particles /

SPECIFICATIONS / HOPMbI

| Clear, colourless liquid without odor. /

Tpospaunas GecoBeTHAs XKUAKOCTh 6e3
3amaxa.

Complies / CooTBercTBYET

Should be absent. / JIomKHEI OTCYTCTBOBATE.

yactam pasMepoM > 10 MxM

>25 um particles /

YACTHI[ PA3MEPOM > 25 MKM

Acidity and alkalinity /

Not more than 6000 particles per ampoule; /
He Goinee 6000 ma ammyity;

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

Kuea0THOCTD M IEI0YHOCTH

Test sample should pass the test. /
HcnpiTyeMslii o6pazel] OMKEH BEIICPKHBATE
HCIBITAHUE.

Absent / OTcchTByK;T ‘

RESULTS / PE3YJIBTATEL

16

0

Cobrhinlvi”ébs / CooTBETCTBYET

Reducing substances /
BoccTaHABJIHBAKOIHE
BelnecTBa

Test sample should pass the test. /
HcmeiTyeMslit o6pazel JOMKEH BEIEKMBATE
HCITEITAHME,

Carbon dioxide
Yriaepoga AHOKCHA

" Chlorides/ Xopamst
Nitrates and Nitrites/

HuTpaThl A HUTPHTBI

No turbidity should be observed within I ‘hour.
/ He momxHo ObITs IOMYTHEHHS B TeUeHHE
1 yaca.

Complies / CooTBeTcTBYeT

Complies / CooTBeTcTBYET -

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

<0.5 ppm

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

<0.00002% (<0.2 ppm)

Sulphates / Cysb{haThbi

No turbidity should occur within not less than
1 h. / B Teuerrie He MeHee 1 yaca He JOHKHO
Ha0monaTeECs MOMyTHEHYE.

Complies / Commvfnyef

Ammonium / AvvoHmii

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

<0.6 ppm

1/2




CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIA3A

TESTS / IOKASATEJHA
Calcium and magnesium /
Kanbumii i Maruuii

Heavy metals/ Tsxennie
METaJIJIbI

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

| Pure blue color should be observed (withouta

violet hue). / JlomkHo HaGI0AaTECS YACTO
cuHee oxpamusanie (6e3 dguoneroBoro
OTTEHKa).

Complies / CooTBeTcTBYET

" "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%. 0,0002 %
Cyxoii ocTaTok
Conductivity / Not more than 25 uS/cm. / 4 pS/cm./
DNeKTPonpoBeIHOCTE He 6onee 25 MrCwm/cM. 4 mxCwm/cM.
| Extractable volume / ] Not less than label claim (not less than 2 mi). / 2ml/
H3snexaeMblii 06bem ' He Menee HOMUHANBEHOFO (He MEHee 2 MIL). 2 M
Bacterial endotoxins / . Not more than 0.25 EU/mL of water for <25EU/mL/
BaxrepuanbHbie 3HIOTOKCHHBI | injections. / He Gonee 0,25 E3/Mn Boast i <25E3/Mn
HHBEKLHH,
Sterility / CTepuibROCTD Should be sterile. / Jomxua OBITh CTEPHITBHON. Sterile / CtepmnsHo.
Packaging / Yoaxosia Primary package 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-
IlerBydHas v MAKOBKa point-cut at the top of the ampule. /
Ilo 2 Mn pactBoputens (Bofja s mHBekuAid) B | TlepBHYHAs vIIaKoBKa
ammyny m3 OecugerHoro crexna, tun I. Ha | Ilo 2 Mn pacteopmrens (Boma mms
BepxHell 4YacTH aMmyJasl HAHECEHa TOYKA | WHBEKHHiA) B aMmImysny — ©3
pa3JioMa OpaBKeBOTO LBETA- Gecupernoro crekma, ™o I Ha
BepxHel YacTH aMIyJEl HaHeceHa |
3 i L o TOYKA [A3TOMa OPAmKEBOro 1BETa.
I Shelf-life / Cpox ronnocTH 5 years. / § ner. j

Assessment: / 3axmoyesue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusa cooTBeTCcTBYET TpeGOBaHMAM HOPMATHBHOIO HoKyMeHTa JIC-000295-160721.

Ali Ethemogiu
Qulity Control Supervisor
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CERTIFICATE OF ANALYSIS / CEPTUOMKAT AHAJIM3A

Name of Product/
HammeHOBaHHe MpeTiapaTa

Batch no./ Homep cepran

Amount of product per batch / Pasmep

cepHH

Date of Control / laTa ananmusa

Manufacturing date / J{aTa npou3BoacTBa

Expiry date /laTa 0KOH4aHHA CPOKA

Water for injections (solvent) /

Boga miis uHBbeKIHii (PACTBOPHTENE)

02K8
90518

0172021
11/2020
10/2025

rOQHOCTH
Water for injections (solvent) / Boga ans nebeKuui (PacTBopHTENb)
 TESTS/NOKA3ATEJH ~ SPECIFICATIONS / HOPMBEI RESULTS / PE3YJBTATH |
. Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYST
TIpospaunas GecuBeTHAs XKUIKOCTE O¢3
3anaxa.
* Particulate matter / Méxéuuqecxne BKJIIOYEHHs 77 7
| Visible particles / B Should be absent. / JIOJKHBI OTCYTCTBOBATE. Absent / OTcch'rBymT
| Buoumbie yacmuyer
Sub visible particles /
Hesudumbie yacmuye!
>10 pum particles / Not more than 6000 particles per ampoule; / 34
yactun pasMepoM > 10 MM | He Gonee 6000 sa ammyiy;
>25 pm particles / Not more than 600 particles per ampoule. / 5
gacTHI pasMepom > 25 MxM | He Gonee 600 na amimyiy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CootBeTcTByeT

Kucnornoers W IMEA0YHOCTh

Hcnerryemelii o6pasen OMKER BRAEKUBATE

HACIIBITAHKES,

" Reducing substances /
BoccTranaBHBaIOMIHE
BEMIECTBA

Carbon dioxide
Vraepona AHoKCHI

Test sample should pass the test. /
HcrsiTyeMbli o6pazel JOIDKeH BEIACPKHABATE

| MCIBITAHHE.

Complies / 'Codtaeqmye'r

' No turbidity should be observed within 1 hour.

/ He noimiHO OBITE HOMYTHEHVS B TEUEHHE
1 gaca.

" Chlorides/ Xnopams:

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

Nitrates and Nitrites/

HuTpaThl H HETPHTH

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,60002 % (0,2 ppm).

| Suliyhates ! CyasdaTsl

| Ammonium / AMvonwii

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

Complies / CooTBeTcTBYET :

<0.5 ppm

<0.00002% (<02 ppm)

No turbidity should occur within not less than
1 h. / B Teuenne He mMenee 1 yaca He HOMKHO
HaOOAAaTECA IOMYTHEHKE.

Complies / CooTeercTBYET

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS / DOKA3ZATEJIA

SPECIFICATIONS / HOPMBI

Calcium and magnesium /
Kannimii u MarHmi

Pure blue color should be observed (without &
violet hue). / JlJomkHo HaboAaTEC YHCTO
cuHee okpausaxue (6e3 Gronerosoro
OTTEHKA).

| RESULTS/PE3YJIbTATBI

Complies / Cootsercrayer

Heavy metals/ Tsuxesmbie Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
METAJIIBI He Gonee 0,00001 % (0,1 ppm).
Residue afi:é?eﬂiboiﬁtion ! Not more than 0.004%. / He Gomee 0,004%. 0,000 %
Cyxoii ocTaTok
" Conductivity / Not more than 25 pS/cm. / » 4 pS/em./
| DneKTPONpPoBOIHOCTh He 6omnee 25 mxCnu/cM. 4 MmxCMm/cMm.
" Extractable volume / Not less than label claim (not less than 2 ml). / i 2ml/
' Ussaexaemblii 06beM He Mmenee HoMuHansHOTO (HE MEHee 2 MiT). 2 M
| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
injections. / He 6ounee 0,25 EQ/mn Boapl s <25E3/wma

| BaxkTepHaJbHbIE IHAOTOKCHHEI

| Sterility / Crepumsnocts
| Packaging / Ynakobka
|

MHREKIHAH.

| Should be sterile. / Jlommkna 6BITH CTEPUIBHOIA. |

Sterile / CtepunbHo.

Primary package 1_
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. /
Teppuunast ¥ HAKOBKa

Mo 2 Mn pacTBOpWIEN: (BOXA LI MHBEKLMH) B |
ammyny w3 Gecmmermoro crexma, Tin I Ha |
BepXHell YacTH aMIyNsl HAHECEHa TOYKA |
PaznoMa OPaHKEBOro IBETA.

" Shelf-life / ébok TOXHOCTH

Assessment: / 3akmoueHne:

5 years /5 rer.

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. / |

IMeppAyuHAN Y IAKOBKA
Ho 2 mn pacrsopurens (Boja Wil |
MHBEKIMH) B aMIyJdy  H3 |

| 6ecierHoro crekna, tunm 1. Ha
| BepxHell JacTH aMITylibi HAHECEHA
| TOUYKa [a3NioMa O'aHKEBOTO LBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHst COOTBETCTBYET TPeGOBAHIAM HOPMATHRHOMO JOKyMeHTa JIC-000295-160721.

Ali EthemoZlu
Qulity Cor?trol Supervisor
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

Name of Product/
HanMeHoBaHHe penapaTa

Water for injections (solvent) /

Boaa ans HEbeKIHi (PACTBOPHTEb)

Batch no./ Homep cepun 02K10
Amount of product per batch / Pasmep : 91167
cepun
Date of Control / laTa anann3a 01/2021
Manufacturing date / lara npoussogersa 1172020
Expiry date /[aTa oKOHIAHAS CPOKA + 102025
TONHOCTH
Water for injections (solvent) / Boma anst ambeKunii (pacTBopHTEIb)
_ TESTS / IOKA3ZATEJIH SPECIFICATIONS / HOPMBI
Description /Omucanmne Clear, colourless liquid without odor. /

[Tpospaynag GecupeTHas KHABKOCTE Ge3
3amaxa.

Complies / CooTBETCTBYET

Particulate matter / MexaHu4ecK:e BKIIOYEH M5

RESULTS / PE3YJIBTATHL |

Absent / O1cyTCTBYIOT

Visible particles / Should be absent. / JJo/)KHBI OTCYTCTBOBATE.

Budumvie yacmuypl

Sub visible particles /

Heegudumvre yacmuyor
>10 pm particles / Not more than 6000 particles per ampoule; /
gacTy pasmepom > 10 mxm | He Gonee 6000 va ammyiy;
>25 pm particles / Not more than 600 particles per ampoule. /
gacTul| pasmMepoM > 25 MM | He 6onee 600 Ha amimyiry.

Acidity and alkalinity / . Test sample should pass the test. /

KHeJIoTHOCTE H IMEJI0YHOCTD

Hcnsiryemsbtii 06pa3en; JODKEH BBIACPKABATE
HCIBITAHHE.

29

(férﬁbfli’es’/ Caaﬁe:féi'ayer

Reducing substances /
BocceraHaB/IMBAIOLIHE
BemecTsa

Test sample should pass the test. /
HcmeITyeMblii 06pazel NODKEH BIIEPKUBATh
HCIBITAHKE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepona AHOKCHR

No turbidity should be observed within 1 hour.
/ He nomoKkHO GBITE TOMYTHEHUS B TEUCHNE
1 gaca.

Complies / CooTBeTCTBYET

Chlorides/ Xiopuabi

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

' Nitrates and Nitrites/

| HATpaThl W HHTPHTBI

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

<0.5 ppm

© <0.00002% (<0.2 ppm)

Sulphates / Cy.rn:.d)a'r;f -

- Ammonium / AMMonmn#

No turbidity should eccur within not less than
1 h. / B TeueHue Be MeHee 1 9aca HE HOIDKHO
HabmMIOIaTECH MOMYTHEHKE,

Complies / CooTBeTcTBYET

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUO®HKAT AHAJIA3A

TESTS / IOKA3ZATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTRYET
Kambueii  MarHwi violet hue). / TomkHo HabIOIATECA YUCTO

caHee okpamusanue (6e3 ¢pronerosoro
OTTEHKa).
| Heavy metals/ Tszxesinie Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
METaMIEB - He 6onee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0,0001 % b
Cyxoif ocTaToK
Conductivity / | Not more than 25 pS/cm. / 3 uS/em./
e TPOIPOBOAHOCTH He Gomee 25 mxCm/cM. 3 MxCwm/cM.
“Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hzpaexaemblii o0GbemM He Meree HOMHHANBHOTO (He MeHee 2 MiT). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BaxrepuansHbie 3HI0TOKCHNLI | injections. / He Gonee 0,25 ES/mi Bomst juta <25E3/mn
HHEBEKIMH,
' Sterility / Crepuibnocts Should be sterile. / JlomkHa GITE CTEPUITEHOI. R Sterile / CtepunsHo.
‘Packaging / Ynaxosxa Primary package Primary package
2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for

colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
| HeppuuHas ynakoBka
- Io 2 mn pacreoputens (Boxa mid WHEEKLIH) B
| aMmyny u3 becupernoro crewna, twan 1. Ha
| BepxHelf uacTH aMUyiIbl HAaHECEHA TOYKA
| pazjioMa OpamKeBOTo [IBETa.

injections) in a colorless glass |
ampule type I with an orange one- |
point-cut at the top of the ampule. / |
ITepBHYHAAL VIIAKOBKA

ITo 2 Mn pacrBopHTENs (Boma IjiA |
HHBEKIME) B aMmydy U3
OecnpeTHOro crexna, Tun I, Ha
BEpXHEl YACTH aMmyJIBl HAHECEeHa |
TOYKA a3lIoMa Oj'afKEBOTO I{BeTa. |

Shelf-life / Cpox roanocTy

Assessment: / 3akmoueHne:

‘Syears./SneT. B - l

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust cOOTBETCTBYET TpeOOBaHHAM HOPMATUBHOTO IoKyMeHTa JIC-000295-160721.

Ali EthemoZln
Qulity Control Supervisor
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