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CEPTUMIKAT AKOCT!/ CERTIFICATE OF ANALYSIS Ne 0705240935

Nikapcbkult 3acid

KAPBOMNMATUH MEOAK

KOHLIEHTPAT ANs PO3UMHY Anst indysin, 10 mr/mn; no 45 mny

hrnakoHi; no 1 rakory B KapTOHHINA kopobui

Drug product CARBOPLATIN MEDAC
concentrate for solution for infusion, 10 mg/mi; 45 ml in avial; 1 vial
in a carton

[iloua pevoBuHa KapGonnatuH

Active ingredient Carboplatin

Homep cepil B240131A

Batch number

Oara supobHulTea 26.02.2024 Tepmin npupatHocTi 26.02.2026

Date of manufacture Expiry date

MOKA3HUK CTELIMDIKALLS " PE3VILTAT |
TEST SPECIFICATION AHANI3Y
TEST RESULT

Onuc:

Description:

Mpo3sopicTh lMpenapat noBuHeH By TN NPO3OPUM. Binnosigae Bumoram

Clarity Solution must be clear. Complies

(Ph. Eur, 2.2.1)

Konbopogsicrb

Colour
(Ph. Eur. 2.2.2)

Bin 6e3bapsHOro 40 6rigo-oBToro PosiuHy
(s Ye).
Colourless to pale yellow solution (< Yg).

Binnosigae sumoram

Complies

Bupumi yacTku
Visible particles
(Ph. Eur. 2.9.20)

Buaumi 4acTkv MpakTu4Ho BiACY TH.
Practically free from visible particles.

Bignosigae Bumoram
Complies

(Ph. Eur. 2.2.3)

Hesupumi yactiu He Ginblie 5000 yacTok/dnaxoH 2 10 mkm. 30
Sub-visible particles Not more than 6000 particles/vial z 10 pim.
(Ph. Eur. 2.9.19) He Ginblie 600 yactok/dnakoH 2 25 MKM. 3
Not more than 600 particles/vial = 25 pm.
06’eM, 1O BUTATACTLCA 45 mn dhnakoH; z 45,0 mn 45,9 mn (M)
Extractable volume 45 mi vial: = 45.0 ml
(Ph. Eur. 2.9.17)
pH 5,8
pH

Crop. 1i83
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CEPTUDIKAT SIKOCTI/ CERTIFICATE OF ANALYSIS Ne 0705240935
NTOKA3HNK CNELM®IKALIA PE3YIILTAT
TEST SPECIFICATION AHATIZY
TEST RESULT
lpenTudivanis:
Identification:
BEPX A. YHac ytpumysarHa niky kapBonnaTtury Ha Binnosigae sumoram
XpomaTorpami BunpoboByBaHoOro poadnHy,
NPUroTOBIIEHOO ANSA BUNPOBYBaHHS
«KinbkicHe BusHadeHHs», MosuHeH Bignosinati
Hacy yTpumysarHa niky kapbornaTtuHy Ha
XpomaTorpami posuuHy nopiRHAHHA. '
o A. The retention time of the carboplatin peal | Complies
HPLC in the chromatogram of the test solution
prepared for test "Assay” must correspond to
the retention time of the carboplatin peal in
the chromatogram of the reference solution.
TLHX B. Ha xpomartorpami BunpoBosysaroro Bipnosigae sumoram
PO3UNHY MOBUHHA BUSIBIISTUCA OCHOBHA
rnsmMa, Wo Mae sHadeHHs Ry, siky ocHoBHOT
AMAMU HA XPOMATOrPaMi POIUNHY NOPIBHAHMS,
1o signosigac i 3a 30BHILLKIM BUrASAOM.
TLC B. The chromatogram of the test solution Complies
should show a principal spot with an R-value
simifar to that of the principle spot in the
chromatogram of the reference solution
corresponding to it by appearance,
KinbkicHe Buanauenns (BEPX) | Bin 95 % po 105 % 8if, 38ABNEHOT KinbKoCTi. 100,5 %
Assay (HPLC) From 95 % to 105 % of the labeled amount.
CynyvHi gomiwku (BEPX):
Related substances (HPLC):
UnennaTtnd He binbwe 0,25 % < 0,05 %
Cisplatin Not more than 0.25 %
Unknobytan-1,1-anrkapborosa He Ginble 1 % 011 %
KMenoTa
Cyclobutane-1,1-dicarboxylic Not more than T %
acld
Boaronnaturosuit (Il) kommnerc | He Ginbiue 0,3 % < 0,05 %
Aquaplatinum (Il)-complex Not more than 0.3 %
dusogHonnatuHoswii (1) He Ginbwe 0,2 % < 0,06 %

KomMneKc
Diaquaplatinum (I}-complex

Not more than

Crop. 2133
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CEPTU®GIKAT SIKOCTI/ CERTIFICATE OF ANALYSIS Ne 0705240935
TOKA3HUK CHELUNGDIKALIA PE3YINbTAT
TEST SPECIFICATION AHANIZY
TEST RESULT

Cyma HeBiZOMMX [OMILLIOK 3 He Ginbwe 0,2 % 0,06 %

BIAHOCHUM HaCOM YTPUMYBaHHS

~ 0,39

Sum of unknown impurities with | Not more than 0.2 %

Relative Retention Time ~ 0.39

IHAvBiAYyaneHi Hesigomi gomitkn | He Ginbe 0,2 % 0,06 %

Individual unknown impurities Not more than 0.2 %

3aranbHuil BMICT 4OMILLIoK He Binbwe 1,5 % 02%

Total impurities

Not more than 1.5 %

CrepunbHiCTb
Sterility
(Ph. Eur. 2.6.1)

Mpenapat nosuHeH YT CTEPUNBHUM.

The drug product must be sterile.

Complies

Bignosigae sumoram

BaxrepianikHi eHLOTOKCHY
Bacterial endotoxins
(Ph. Eur, 2.6,14)

He 6inbwe 0,5 MO/wmr.
Not more than 0.5 [U/mg.

Complies

Bignosigae BumMoram

Lieit ceprudikar aacsiguye, Wo us cepia Nikapcbkoro aacoBy npoitina nepesipky BignosigHo 4o GMP Ta

3aTBEPAIEHYX NPOLEAYP KOHTPOTMo, Jlikapcbkui 3aci6 sipnosinae BCiM BUMOram creyudiradi.

It is hereby certified that this product batch has been analyzec-in-eompliance with GMP and with the
approved control procedures. The product meets all reguﬁ:e\m@ﬁfe“th@é»ﬁpecifica tion.
£ SN

3acT. KepisHuKa Bigainy KOHTPOMO AKOCTI

Deputy Head of Quality Controf

Jarta/ Date 07.05.2024

o

N
A

Simone Dietrich

5 o
S
Jiaey SO

Crop. 3183
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CERTIFICATE OF CONFORMITY No.: 0705240935

Name of product: KAPBONNATUH MEAAK - Carboplatin medac
fmporting Country: Ukraine MA-No.: UA/10829/01/01
Strength / Potency: 450,0 mg Batch No.: B240131A
Dosage form: Cone. f. inf. Batch No. (Bulk): 2402010
Licence Holder: medac Manufacturing date:  26.02.2024

Expiry date: 26.02.2026
Package size: 45 m| Date of release: 06.05.2024
Package type: 50H-vial
Amount released: 1901
Name and address Stage of No. of manufacturing Name of Qualified
of manufacturer: manufacturing licence or GMP certificate Person
Oncotec Pharma Bulk product DE_ST_01_MIA_2024_0002 Dr. S. Huth
Produktion GmbH

Am Pharmapark
06861 Dessau-RoBlau

Germany

medac GmbH Finished product  DE_SH_01_MIA 2023 0005  S. Ditks
TheaterstralBe 6 and release

22880 Wedel

Germany

Results of analysis: see separate Certificate of Analysis

Comments/remarks: none

I hereby cerlify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country, The batch processing, packaging and analysis

records were reviewed and found to be in compliance with GMP. Above mentioned batch is released
for export,

Name and position of person 3 Steffen Dirks

authorising the batch release: [J Dr. Christoph Milhlenbrock
[0 Aske Schrider
O Aron Westendorf
0 Jan VoB

"
¢ Y

Aeatra
Pharmacist, QP according /}rﬁg}l‘e‘ﬂz& Direbﬁt'iive[;z\om /83/EC
.. ©8N

;’} A N/ §‘A_,,,/<Lm}' f R L "L‘}
: [P i
Date of Signature é@_ﬁ;‘a‘ture ‘Qualified Pergon
\\: o : IS /;’
N O BN
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Mepekraz 3 aHrifcbKoi Ta HIMELIbKOT Ha YKpaTHCbKY
/nozomun: «medak» (medac)/

CEPTU®IKAT BIAMOBIOHOCTI Homep: 0705240935
Haspa npenaparty: KAPBOMMNATUH MEIAK — Carboplatin medac
KpaiHa-imnopTep: YkpaiHa PeecTpauinHe
nocaifderHs Ne: UA/10829/01/01
Cwna aii / Aktushicte:  450,0 mr Cepis Ne: B240131A
Nikapcbka dopma: KoHu,. 4. iHd. Cepist Ne (Bulk): 2402010
BnacHUK nileHsil: «mepak» (medac)  [lata BupobHuLTBA: 26.02.2024
Tepmin npuaaTHocTi:  26.02.2026
Po3mip ynakoBKu: 45 mn [ata Bunycky: 06.05.2024
Tun ynakoBky: dnakoH 50H
O6’em BUNYCKY: 1901
Hasga Ta agpeca ETan Homep JiueHsii Ha IM's1 yrioBHOBaXeHOT
BMpOoOHMKa BUPOOHULTBA BUpoGHKLTBO abo ocobu
CepTtudikaty HBIM (GMP)
«OHkoTek Papma Bulk-npoaykr DE_ST_01_MIA_2024_0002 a-pC.Tyt
MpoaakwH MMEX» (S. Huth)

(Oncotec Pharma
Produktion GmbH)

Em dapmanapk

(Am Pharmapark)
06861 [eccay-Poccnay

HimeuunHa
«mepak MmoX» FoTosui npoaykt DE_SH_01_MIA_2023_0005 L. Oipke
(medac GmbH) Ta BUMYCK (S. Dirks)

TearepLuTpacce 6
(TheaterstraRe 6)
22880 Bepenb
HimeuuuHa

PesynbTati aHanisy: [MBITbCS Okpemuir CepTudikaT aHaniay
KomeHTapi/sayBaXeHHs: Hemae

Lium s nigTBEepaXyto Te, WO BuleBkasaHa iHhopMmaLlist € AOCTOBIPHOIO Ta TOYHOIO. Ls cepisi
npoaykTy 6yna BUroTOBJIEHA, BKITIOHaO4N nakyBaHHa/MapKyBaHHs Ta KOHTPOIb AKOCTI, Ha
BULLIE3a3HAYEHUX BUPOBHUUMX AINSHKAX Y nosHii signosigHocTi 3 Bumoramu HBIM (GMP)
MICLLEBOTO PEryFIsiTOPHOro opraHy Ta 3i cneumdikauismu ao PeecTpauiiiHoro NocBiAYEHHS KpaiHu-
imnopTepa. Mpouec BUpoBHMLTBA, NaKyBaHHA Ta pedynbTary aHanisy cepii 6ynu nepesipeHi Ta
BU3HAHI Takumu, Wo BignosigaloTs Bumoram HBIM (GMP). Bulleskasaxa cepist BunyLieHa ans

eKcnopTy.
Im'st Ta nocaga ocobu, WO Hajae » LUteddeH Aipke (Steffen Dirks)

[03BiN Ha BUMYCK cepil: o a-p Kpictod Mionen6pok (Christoph Muhlenbrock)
: o Acke lpbogep (Aske Schréder)

o ApoH Bectengopd (Aron Westendorf)

o Ax docc (Jan VoB)

dapmatiesT, YO 3rigHo craTTi 48, Inpektusa 2001/83/EC

07.05.2024 /nidnucaHo/
[ara nignucy Mignuc ynoBHOBaxeHOoT ocobu

 ddamxa: «medak Mm6X» (medac GmbH); Teamepwmpacce 6 ( Theaterstraf3e 6); 22880 Bedenb Himequyura/






S el g  HAPKOTHKAMH Y KHIBCBKIE OBJACTI

Sl g — e : : - npos. CriTmmno] Haait, 3,m Kuts, 02009, ren/are: {044y 363- fi(}«ﬁ{}
B Foe L e e sl gm iy ko,:z (‘I{Pfl(ﬁ)‘y’ E?E}?ﬁé‘??

e ig;;i;;jjic~3faj” 3ﬁ£ﬁQBﬁK | i
: E g - np(} ;mmn:. BB{:“,?;QH{}F(} B yi&?ﬁlﬁy Jllkiipﬂﬁ{(}fﬂ 33(’:{}5}’

..... (}8 Gg 2{}24 .. .. ‘N‘ 3?28‘&{24}‘10
~ KAPBOTLIATHH MEJTAK

{pza;mm} HEHMY iikstf}Chhﬁ}“} ;amﬁ‘ AVERHL Y it F}}d!if%{!—i!ﬁf 336&3{{2‘1’&..};{.!45!’#\{
xannempn A p{rmaﬁ} Aas. 11{4}&'31;;, ) sirivy o 45 MIT Y Qm‘armm‘ o 1 ti}éid!\{}lﬁ B

#ad

: CRAD ToHil. hﬁpﬂﬁlii
ﬂ}}s}p%ﬁ@. BHYEKY, fms} BT, B ARV HIHE R POLROTD wwz‘ %}

h '_ Ce;nx mk&pm;mrﬁ aacofw Nt 3249 2311& ng»icmb HBEIEHOTG :nmpthmm 3&::0&}\; ‘?(}i}
o B:«rpmm;m iy g ....Me,:zax Tczcsmﬁa{iw brop wiiiibe !jjr;ema%upwapmt \azﬁ{ Hzxzet;t;mm‘_' o
- s & s o Wy w (Zifii‘ivt}!\ B&HH?{ Eiif}?i)ﬂ‘:?}}ﬁ(ﬂ Efi\d}?khhﬁﬂ? -hi{..{?ﬁ“; i\{);iEHﬁ?Eﬁ‘&f}gié{{ci‘iﬁﬂ?
o Baeseniow Vapaiy .Ctzmwe}xpamcx’kmecmnczam m;mpﬂf:wcmu v iﬁi()p'm rﬁaﬁpﬂé'md“ o,
o i ; o oS HORY Bz;m{mu;mmm:zw “Q;z*rz@za»ibapu, JITZ{ fmewr kn
21642278 - '

o _{s}ﬁm{m}ﬁmmx T8 RO s ,EIEPZH}Y mpu’zwmm oo dﬁi‘} np} gmﬁﬂtﬂ ia's, mo Garsinal tiax?zmzrm SR,
ool - it Wnidne s:pw{msmmsr T pem’mmmsmii{ ey ofniseROY KipTeh TawTIGE .
: : . HeIaTEs &0 x:a,pm T# ;sm;cp mmopﬁ}

B Iipemmm mavmmw: i mm'pama win 98 08, 2924 .?W 2%5‘?!2
| 3a. pOIVAVTATAMN - AEPWARHOTD - KOHTPONO | BUTAHomieNs, W0 Almdpoekid | CiS  speséuol v Vipaiay g M

| MOTPHMAHHAM Hikior 3akoH0 TS LOH0 FaBeIEH e AKOUTI MRAPCERIK 180061, | %
Em’?‘{)p Q?ﬁ@gigﬁ‘hffﬁ%% e

- {intigiane Tiy ﬁpmwuw)




s medac

Certificate of Analysis

VV-QUAL-021030

1.0
Titel: | Certificate of Analysis Carboplatin Infusion UA Page: 2/3
CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 2609241043
NMOKA3HUK CNEUN®IKALISA PE3VIILTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
laenTudikauin:
Identification:
BEPX A. Yac yrpumysaHHs niky kapbonnaTuHy Ha Bignosigae sBumoram
XpomaTtorpami Bunpo6oByBaHOro Po3yunHy,
npuroToBneHoro Ans BunpobyBaHHsA
«KinbKicHe BU3Ha4YeHHnA», NOBUHEH BignosigaTtn
yacy yTpumyBeaHHs niky kapBonnatuHy Ha
XpomaTtorpami po3quHy NOPIBHAHHA. ’
A. The retention time of the carboplatin peak Complies
HPLC in the chromatogram of the test solution
prepared for test “Assay” must correspond to
the retention time of the carboplatin pealk in
the chromatogram of the reference solution.
TLWIX B. Ha xpomatorpami Bunpo6osysaHoro Bianosinae sumoram
PO34MHY NOBUHHA BUABNSATUCA OCHOBHA
nnama, Wo mae aHadeHHsa Ry, AK y ocHoBHO(
NnsMKM Ha XpomaTorpami po3vuHy NMopPIBHAHHSA,
Wwo signoeigae i1 3a 30BHILWHIM BUrNAZOM,
TLC B. The chromatogram of the test solution Complies
should show a principal spot with an Rrvalue
similar to that of the principle spot in the
chromatogram of the reference solution
corresponding to it by appearance.
KinbkicHe Buanavenns (BEPX) | Big 95 % no 105 % Big sassneHol KinbKocTi. 100,5 %
Assay (HPLC) From 95 % to 105 % of the labeled amount.
CynyTHi pomiwku (BEPX):
Related substances (HPLC):
LiucnnatuH He Ginblwe 0,25 % < 0,05 %
Cisplatin Not more than 0.25 %
Linknobyran-1,1-gukapboHosa He Binble 1 % 0,11 %
KicnoTa
Cyclobutane-1, 1-dicarboxylic Not more than 1 %
acid
BogHonnaTtuHoewuii (11) komnnekc He 6inbwe 0,3 %

Aquaplatinum (If)-complex

Not more than 0.3 % _f_:_’..if\ 18

JAuvsopHonnartuHosui (I1)
KoMnnekc
Diaquaplatinum (ll)-complex

He bGinbwe 0,2 %

Not more than 0.2 % A =R

\ 2

B e\
)

-
e

Crop.2i3 3
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CEPTU®DIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 2609241043
MOKA3HUK CNEUNDIKALIIA PE3VINILTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT

Cyma HeBifoMWX SOMILLOK 3 He Ginbwe 0,2 % 0,06 %

BiiHOCHWM Yacom yTpUMYyBaHHS

~0,39

Sum of unknown impurities with | Not more than 0.2 %

Relative Retention Time ~ 0.39

InauBipyanbHi Hesigomi pomiwkn | He Ginblue 0,2 % 0,06 %
Individual unknown impurities Not more than 0.2 %

3aranbHui BMICT AOMILLOK He 6Ginble 1,5 % 0,2%

(Ph. Eur. 2.6.1)

Total impurities Not more than 1.5 %
CrepunbHicTb MNpenapaT noBuHeH ByT CTEPUNBHUM. Bignosigae Bumoram
Sterility The drug product must be sterile. Complies

BakrepianbHi eHBOTOKCUHN
Bacterial endotoxins
(Ph. Eur. 2.6.14)

He Binbwe 0,5 MO/wr,
Not more than 0.5 IU/mg.

Bignoeigae sumoram
Complies

Llew cepTtudpikaT aacsigyye, Wo Us cepia nikapcbkoro sacoby npoiwna nepesipky signosigHo go GMP Ta
3aTeepkeHUx npouenyp koHTponto. Jlikapcbkuii 3aci6 Bignoeiaae Bcim BuMoram cneuumdikadlii,

It is hereby certified that this product batch has been analyzed in
approved control procedures. The product meets all require @'ﬁs"

3acr. kepisHuka Bipainy KOHTponto AKocTi

Deputy Head of Quality Control

Larta/ Date 26.09.2024

A

jance with GMP and with the

Crop.3i33
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CERTIFICATE OF CONFORMITY No.: 2609241043

Name of product: KAPBOMNATUH MEAAK - Carboplatin medac

Importing Country: Ukraine MA-No.: UA/10829/01/01

Strength / Potency: 450,0 mg Batch No.: B240131F

Dosage form: Conc. f. inf. Batch No. (Bulk): 2402010

Licence Holder: medac Manufacturing date: 26.02.2024
Expiry date: 26.02.2026

Package size: 45 ml Date of release: 25.09.2024

Package type: 50H-vial

Amount released: 502

Name and address Stage of No. of manufacturing Name of Qualified

of manufacturer: manufacturing licence or GMP certificate Person

Oncotec Pharma Bulk product DE_ST_01_MIA_2024_0002  Dr. S. Huth

Produktion GmbH

Am Pharmapark

06861 Dessau-RoBlau

Germany

medac GmbH Finished product DE_SH_01_MIA_2023_0005 S. Dirks

TheaterstraB3e 6 and release

22880 Wedel

Germany

Results of analysis:
Comments/remarks:

see separate Certificate of Analysis
none

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. Above mentioned batch is released

for export.

Name and position of person
authorising the batch release:

K Steffen Dirks
O Dr. Christoph Miihlenbrock
O Agnes BuBmeyer
O Aron Westendorf
O Jan VoB

76.07.2024 ‘S

e

Date of Signature gﬁtf&q
NG




[Nepeknag 3 aHrNiNCbKOT Ta HiIMeLbKOT Ha yKpaiHCbKY
/moz2omun: «medakx» (medac)/

CEPTU®IKAT BIAMNOBIOHOCTI Homep: 2609241043
HasBa npenaparty: KAPBOIMNATWUH MEOAK — Carboplatin medac
KpaiHa-imnopTep: YKpaiHa PeecTtpauiitHe
noceigYeHHs Ne: UA/10829/01/01
Cwna gii / AKTuBHicTb:  450,0 Mr Cepia Ne: B240131F
Nikapcbka dopma: KoHu,. A. iHd. Cepisa Ne (Bulk): 2402010
BnacHuk niueHsit: «Mmegak» (medac) Harta supobHuursa: 26.02.2024
Tepmin npugaTHocTi:  26.02.2026
Poamip ynakosku: 45 mn Harta Bunycky: 25.09.2024
Twun ynakoBku: ®dnakoH 50H
O6’em BMNYCKY: 502
Haszea Ta agpeca Eran Howmep JliyeHsii Ha IM'A ynoBHOBaXXeHOT
BUpoBHUKa BUpOBHULTBA BUpobHUUTBO abo ocobu
Ceptuddikaty HBIM (GMP)
«OHkoTek ®apma Bulk-npogykr DE_ST_01_MIA_2024 0002 pg-pC. Tyt
MpogakwH M6X» (S. Huth)
(Oncotec Pharma
Produktion GmbH)

Em ®apmanapk
(Am Pharmapark)
06861 [eccay-Poccnay

HiMev4unHa
«Mmenak MMeX» MNotoewuii npogykt DE_SH _01_MIA_2023 0005 L. Oipkc
(medac GmbH) Ta BUNYCK (S. Dirks)

TeaTepwTpacce 6
(Theaterstralte 6)
22880 Bepenb
HimeyuunHa

PesynbetaTtn aHaniay: auBiTbesa okpemuin CepTudbikaT aHanisy
KomeHTapi/3ayBaXeHHA: Hemae

Lium s niaTBepokyto Te, WO BULLEBKa3aHa iHchopMauisi € AOCTOBIpHOIO Ta TovHoto. Lis cepis
npoaykty 6yna BUroToBneHa, BKNOYayM nakyBaHHsA/MapKyBaHHS Ta KOHTPOSb SKOCTI, Ha
BULLIE3a3Ha4YeHUX BMPOOHWYMX OiNAHKaX y NoBHil BignosigHocTi 3 Bumoramu HBIM (GMP)
MicLEeBOro perynsaTopHOro oprady Ta 3i cneuudikauismm go PeectpauiiiHoro nocsigyeHHs kpaiHm-
imnopTtepa. lNpouec BupobHUUTBA, NaKyBaHHA Ta pe3ynbTaTu aHaniay cepii 6ynu nepesBipeHi Ta
BU3HaHI Takumu, Wo eignoeigatoTe Bumoram HBIM (GMP). BuweBkasaHa cepis BunyLieHa ans
eKcropTy.

IM’'a Ta nocaga ocobu, Lo Hagae
[A03BiN Ha BUNYCK cepil:

LIJTecbcbeH Oipkc (Steffen Dirks)

A-p Kpictoc MioneH6pok (Chiristopii .’ﬂuhlenbrock)
Acke LWpboaep (Aske Schirdaer) g
ApoH BecteHpopd (Arg r. We ==t-=nd0rf)
A ®occ (Jan Vol3) |

ooooOom

®dapmauesT, YO 3rigHo C'IaTTI : ,ﬁ,wpe:{rﬂa -'E.',i'JOUSS!EC

26.09.2024 /nr@nu cas -:cv’ L5/
[ara nignucy Mianuc \y‘-oBHoBs’W{.p o1} ocoﬁm

/nevamka: «medak TmMbX» (medac GmbH), Teamepwmpacce 6 (Theaterstral3e 6); 22880 Bedenb Himeqyura/
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 2609241043

Nikapcbkuia 3acié

KAPBOIMIATWUH MEOAK

KOHLIeHTpaT Ans po3duHy Ans iHgy3sin, 10 mr/mn; no 45 mn y

cdonakoHi; no 1 hnakoHy B KAPTOHHIW Kopobui

Drug product CARBOPLATIN MEDAC
concentrate for solution for infusion, 10 mg/mi; 45 ml in a vial; 1 vial
in a carton

[itoua peyoBuHa KapbonnatuH

Active ingredient Carboplatin

Howmep cepii B240131F

Batch number

[ara supo6HuyTea 26.02.2024 TepMiH npuagaTHOCTI 26.02.2026

Date of manufacture Expiry date

NMOKA3HUK CNELMNDIKALLIA PE3VIILTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT

Onwuc:

Description:

Mpo3opicTe Mpenapat noBvHeH 6yTW Npo3opum. Bignosinae sumoram

Clarity Solution must be clear. Complies

(Ph. Eur. 2.2.1)

Konkopogictb Big 6eabapeHoro 4o 6niao-KOBTOro po3ynHy Bignosinae sumoram
(= Ye).

Colour Colourless to pale yellow solution (< Ys). Complies

(Ph. Eur. 2.2.2)

Bugumi yactku
Visible particles
(Ph. Eur. 2.9.20)

Buaumi vacTim npaKTuyHo BigcyTHI.
Practically free from visible particles.

Bignosinae Bumoram
Complies

Extractable volume
(Ph. Eur. 2.9.17)

45 ml vial: =z 45.0 ml/

HeBuaumi yacTium He Ginbwe 6000 yacTok/chnakoH = 10 MKM. 30
Sub-visible particles Not more than 6000 particles/vial = 10 pum.
(Ph. Eur. 2.9.19) He Ginblwe 600 YacTok/dnakoH = 25 Mkm. 3
Not more than 600 particles/vial = 25 um.
06’em, L0 BUTAraeThLCA 45 mn chnakoH: = 45,0 mn 45,9 mn (mi)

pH
pH
(Ph. Eur. 2.2.3)

Bin 5,000 7,0
From 5.0to 7.0

Ctop.1i3 3




JAEPKABHA CIYIKBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMX
Y JHIMTPOIETPOBCBHKIN OBJIACTI

Huinpo, nin.Co6opna,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPITOY 37070665

BHUCHOBOK
Npo AKICTHL BBe3eHOro B YKpaiHy JiKkapcbKoro 3acoly
13.11.2024 Ne 57993/24/04
KAPBOIIVIATHH MEJTAK

(HaliMenyBaHHs NiKapChKoOro 3acofy 3rifiHO 3 peecTpaliiinuM nocBiaYeHHAM)
KOHIUEHTPAT st PO3uUHAY st indys3iii, 10 mr/ma mo 45 ma y duiakoni; mo 1 guaaxony B
KapToHHii Kopobii

((popma Bumycky, 103yBaHHA, BUI [TAKYBaHHSA JiKapChKOTO 3aco0y)
Howmep peectpauitiroro nocsiguenns UA/10829/01/01 crpoxk aii peectpanittoro nocsinuenns 01.01.2099
Cepis nikapeskoro 3aco6y Ne B240131F KinbkicTs BBe3eHOr0 Jikapebkoro 3acoby S0

Menak I'ezenpmiadt ¢rop xninime [Inenianenpenapare m6X,

BupoGuuk .
4 Himeyunna
(HaiiMenysanus BMpOOHMKA Jikapehkoro 3acoly, KpaiHa MOXo/KeHHS)
BreseHo B Ykpainy Tosapuerno 3 oomeskenoio Bixmopinaasmicrio "Benta JITH", izent.

xon: 21947206

(HaiiMenysanua Ta xoa 3a €EJIPTIOY opuau«noi ocobu abo npizsuute, iM'a, o GaTeKoBi
(izuunol ocobu - nignpuemi, i Micue NpokUBaHHA Ta peecTpauiiinuii Homep obnikoBoi
KapTKH NJaTHAKa nojarkis abo cepis Ta Homep nacnopra)

[porokon Bisyansuoro kounrpomo ein 07.11.2024 Ne 07-01/2959/4.

3a pesyibratamM JIEPKaBHOrO KOHTPOMIO BCTAHOBJNEHO, IO JiKapchkWid 3aci6 BBeseno B Vkpainy 3
AOTPHMAHHAM BHUMOT 3aKOHOJABCTBA MO0 3a0e3Ne4eHH AKOCTI TIKapChKUX 3acobiB.

B. 0. HauansHuka JlepxkaBHOI ci1y:x0u 3

JIIKapChKHX 3ac00iB Ta KOHTPOIIO 3a

HapKOTHKaMH y JHiIponeTpoBchKii /l,
oﬁnacrl

Mapist BPE3ILIBKA

Hikiriuesa Okcana +38(066)345-41-71
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