/Tlororur bakerep (Baxter)/

Baxerep Onronomki TM6X
KantmiTpacce 2
33790 Tanne /Bectdane, Himeuuuna

Ceprudirat AKOCTI BHPOGHUKA, BIINOBITAIBHOIO 32 peais (MRA)

Hasga nipenapary: EHIOKC AHR®
Kpaina-imnoprep: VYicpaina Peecrpaninine UA/0027/01/01
noceiguenns/do3Bin Ha
IpoBefen st KIHiYHoro
pocsimkeH s N
Tosyeaniis/K-cre j1i10408 50 Mr/rabnerxy Jlixapceska opma: TaGNETKY, BKPUTI
pevOBHHM: IyKpPOBOK 000JI0HKOI0
Po3mip yHAKOBKH: 50 TabIeTOK B yNaKosili, Po3amip cepii: 994
5 Giictepis, 1o 10 TabaeToK
y Grictepi
Homep npoayxry BAKCTEP: 2638B6027 Howmep NpoiyKTy KiHieHTa: He 3acTOCOBYETHCS
Homep cepii BAKCTEP: 31043A Homep cepii kiienTa: He 3acTOCOBYETLCA
JlaTa BHrOTOBJIEHHS/ 09.2023 IlpunaTauii 1o 08.2026
BHpOOHHITBA:

Hazea 1a ajgpeca BﬂpOﬁHHKa Ta AIABNYMUL NTPOBEeICHHA KOHTpPOIIO AKOCTI:

Heposdacosana NPOAYKHis, MAKYBAHHS TA KOHTPOJIL SIKOCTI: Bunyck:

Xaynr ®apma Amaper [M6X / Haupt Pharma Amareg GmbH Bakcrep Ouxonowki [MO6X / Baxter Oncology GmbH
Tlowaycraydep LlTpacce 378 / Donaustaufer Strafie 378, Kaururrpacce 2 / Kantstrafe 2

93055 PerencGypr/Basapis / 93055 Regensburg/Bayern 33790 Tanne /Bectdarnen / 33790 Halle/Westfalen
Himeuuuna / Germany Himeuuuna / Germany

Homep aiueusii BupoSuuNTBa:

DE_BY_OS_MIA_2023_0029 DE__NW*OZ_MIA_ZOZO_OOB
Homep cepTudicaty pignosignocTi BUMOTam Hayresiiol BUPOGHHIO0] NPAKTHKH (GMP):
DEﬂBY_OS_GMP_ZOZB_OOZZ DE_NW_OZ_GMP_2023_‘0003
Crenudixauis npemapary: Ilus. CepTuikat aHaizy

Jasisa npo ceprudikaniro:

[luM 3acBijuylo, 110 HaBeICHa BHLIC indopMaLlist € JOCTOBIPHOIO Ta TOUHOO. BupoGuuuTso uici cepii MPOAyKTY, BKITIOYAROYH
naKyBaHHs/MapKyBasHs Ta ‘KOHTPOIb AKOCTi, Ha BUILEBKazaHiH(1x) BUpOGHHUIH(HX) HiNBHULI(SX) 3MIHCHIOETECH B MOBHi}
imnosiguocTi 1o Bumor Hanexuoi BUPOOHHUUOT TIPAKTHKN (GMP) MicLeBOro peryJjiTopHoro opraiy Ta 3rino 31 cieuudikauiamu,
3aTBEPIUKEHUMHI PEECTpaliiHIM [OCBIMUCHHAM KpaiHu-imMIopTepa, ato nocse-crienpixanmiaMu 1A JOCTIDKYBAHHX JIKAPCHKHX
3aco0iB.

3amucH 3 BUPOOHHLTBA, NAKyBaHHg Ta ananisy cepii 6yno NEpErIAHyTO Ta BUSHAKO TAKAMH, o BinrosinatoTs Bumoram HanexHot
BUPOOHUYOI MPAKTHKH (GMP) 1 3aTBEPIKCHIM crienupixaiam.

Byap-sKi BiIXH/IeHHA/HEBIAMOBIAHOCT] IOJI0 BUIICBKAZAHUX BUMOT GyIIO HAJIEXKHMM YHHOM 33[0KyMCHTOBAHO, TEPerisIHyTO T8
3aTBEPIKEHO.

KomenTapi / 3ayBamenus:
He sacTocoBy€eTHCA

TMpizsumre Ta im’si: JlokTop Poman BorT (Roman Vogt)

Tocana: VoBHOBaXeHa 0coba BiATIOBITHO

Jara / Iignuc yroBHOBaKEHOI 0CO0U: 07 ciung 2025 poxy / Tidnuc/

QS FO 23406d-02/03 loparox le Cepridixar sxocti MRA (Brpobuuk Xaynt dapma Amap
Homep poxymenra: QS SO 23406d






Certificate of Analysis

*= one batch per year

ENDOXAN®
Dosage form: sugar-coated tablets 50 mg
Manufacturing Date Quality control No.
20.09,2023 31043
Explry Date Batch No.
08,2026 31043A
Parameters fethod type Limits Results
1. Description visual inspection white, round, biconvex sugar-
coated tablets with a white core complies
Diametern in-house method about 8 mm complies
Thickness® In-house method about 5 mm complies
2. ldentity
21 HPLC: in-hatise method positive (the retention time of the complies
major peak in the chromatogram
of the sample matches that of the
reference sample)
22 IR in-house method positive (the sample spectrum complies
must correspond to that of the
reference solution)
2.3 Titanium dioxide: in-house method positive (yellow-orange colour complies
reaction on addition of hydrogen
peroxide to prepared extract of
sugar-coating)
Properties
3.1 Single mass (mg)n =50 Ph.Eur. 295 45 tablets between 45 tablets between
222 and 258 mg 222 and 258 mg
50 tablets between 50 tablets between
204 and 276 mg 204 and 276 mg
3.2 Average mass {mg) n = 50: 230 - 250 mg 241 mg
3.3 Disintegration time (mins} Ph.Eur. 2.8.11 6 tablets within 15 minutes 4 min
n =6
Purity
4.1 Chioride (%) {caiculated to NMT 0.2 % £02%
Cyclophosphamide anhydrous):
4.2 TLC-Purity™
I phosphoric acid esters: * NIT 0.5 % degradation complies
Bis-Chloroethylamine*HCI NMT 0.5 % complies
unknown individuals each NMT 0.5 % complies
total impurity: NMT 0.5 % complies

Speacification No.

according to CTD

Result

page 1 of 2

Haliewestt,, 07-Jan-2025

/laf

Dr. Vogt.

Guality Controt

Baxter Oncology GmbH, KantstraBe 2, 33780 Halle/Westfalen, Germany
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ENDOXAN®

Certificate of Analysis

Dosage form: sugar-coated tablets 50 mg

"= one batch per year

Manufacturing Date Quality control No.
20.00.2023 31043
Expiry Date Batch N,
08.2026 31043A
Parameters Method type Limits Results
5. Assay/MPLC
Cyclophosphamide In-house method 47.5.0 52.5 mgltablet 49.4 mo/tablet
anhydrous(mg/tablet):
(equivalent to 100 + 5 %)
6. Dissolution: NLT 80 % 89 %
(of the declaration afterds
minutes)
Microbiological testing*!
7.1 Total microbiological count: Ph.Eur. 2.6.12
Bacteria n.mt 102 efulg complies
Fungi n.m.t. 102 cfufg complies
7.2 Specific Microorganisms Ph.Eur. 2.6.13 absence of Escherichia colifg complies

Specification No.

according to CTD

Result

page 2 of 2

Halle/Westt,, 07-Jan-2025

Ll

Dr. Vogt Quality Control

Baxter Oncology GmbH, Kantstralie 2, 33790 Halle/Westfalen, Germany

ZNQCWPradukts\(H Anatysenzedifisate’Manual 63xx + 66xx {Baxter gigene Onko-ProdukieNEndoxan Dragaes\AMAREG-Cha.’gen\2023\31043\/\ - Ukraine (own form}_ vs02 ( typa MB}_2025-01-
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axter

Baxter Oncology GmbH
Kantstrae 2
33790 Halle! Westfalen Germany

Batch Certificate MRA

Name of Product: ENDOXAN®
. . ; Marketing /Clinical

Importing Country: Ukraine Trial Authorization No. UAJ0027/01/01
Strength / Potency: 50 mg / tablet Dosage Form: Sugar-coated tablet
Package Size: 50 tablets / carton Batch Size 994

50 blister each with

10 tablets
BAXTER Product No.:  2638B6027 Customer Product No.:  N/A
BAXTER Batch No.: 31043A Customer Batch No.! N/A
Date of Fabrication / 09.2023 Expiry Date: 08.2026
Manufacture:
Name and Address of Manufacturing and Quality Control Sites:
Bulk Product, Packaging & Quality Control: Release:
Haupt Pharma Amareg GmbH Baxter Oncology GmbH
Donaustaufer Stralle 378 Kantstralle 2
93055 Regensburg 33790 Halle/Westf.
Germany Germany
Number of Manufacturing Authorization:
DE_BY_05_MIA_2023_0029 DE_NW_02_MIA_2020_0023
Number of Certificate of GMP Compliance
DE_BY_D5_GMP_2023_0022 DE_NW_02_GMP_2023_0003

Product Spacification:  See Certificate of Analysis

Certification Statement:

| 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 site(s) in full
compliance with the GMP requirements of the Jocal Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country or product specification file for Investigational
Medical Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP and approved specifications.

Any deviation/abnormal occurrences from the aforementioned requirements have been appropriately,
documented, reviewed and approved.

Comments / Remarks

N/A
Name: Dr. Roman Vogt
/‘ Y
Title: Qualified Person under Directive 20&@3 74
Date / Authorized Signature: e T D 7& ¥
e | Authorized Sig O‘?’G/Q/V}Kyéj ’ e

QS FO 23406d-02/03 Anlage 1e Balch Certificate MRA (Hersteller Haupt Amareg GmbH}
Ubergeordnetes Dokument: QS SO 23406d
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AEPIKABHA CIYIKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KAIBCHKIN OBJIACTI

upos. Ceirmuanoi Hagii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €APIIOY 37078774

BACHOBOK
Nnpo AKiCTh BBE3EHOro B YKpainy Aikapcbxoro 3acody

12.03.2025 Ne 10311/25/10

EHJIOKCAH®

(uaiinenysania aikapebkoro 3acofy 3riguo 3 peecTpauiiitim nocsiTeREAM)
Tabnerxky, BRpuTi yxposow obononkoro, no 50 mr; no 10 Tadaeror y Gaicrepi; no 5
faicTepiB y KapTouHil Kopooui

{thopam pusmycKy, RO3VBANHA, BILI NAKYBAAKA Aikopcsxoro 3acoby)

Howmep peecrpauiiisoro nocsizuenns UA/0027/01/01 crpox aii peccrpauiiixoro nocsiauerna 01.01.2099

Cepis nixapesxoro 3acoby Ne 31043A Kinnkicrs saescHoro fikapeskoro sacoby 600
Bupobuuk Bakcrep Onkomozki I'n6X, Himeuunna
(raiimenyzaina supoGuika nirapcusoro sacofy, kpaika noxoasenux)
Bae3eno B Ykpainy CninbHe yRpalHCHKO-2CTOHCHKE miaAnpueMcTBe Y Gopati TOBApHCTBA
3 obmexenrolo BianosizansnicTio "Ontima-@apy, JITHA", inent. kon:
21642228

(saiimenysamis 1a kox 3a EAPIIOY sopuantHoi ocobn abo npissmue, ia's, no Garsxosi Hizpsunrol
ocobi - minnpitemua, i1 Micle NPOXRMUBAHIA Ta peccTpaniiiiuit nomep oONIKOBOT KAPTKIL MASTHIKD
nogarxis 200 cepix Ta HOMep nacnopTa)

IIporexca sisyaasnoro xenrposio Bix 06.03.2025 N: 0661/7.

30 pesyasTaTaMy JIEPAEGBHOTO KOKIPOMO BCTAHOBNEHO, W0 Jikapeskuil 3aci@ Beesewo B Ykpainy 3
AOTPHMAHHSIM sinvor 3aK0H0AABCTBA WOAO 3a0e3neierts AKOCTI NikapChRIX 3ac00iB.

(%/jﬂ
: Onnra EPLOMEHKO

 (mianuc) {isiviam 1a npisenmne)
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