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C.M. ®apmaveyTivi C.P.J1.
HOpuAWYHUA, agmiHicTpaTUBHIIA odic,
BUPOGHMYa T3 KOHTPOMALHA AiNbHILL
3oKa [HaycTpiane

— 85050 micTo Tite (ML)

Ten. +39 0971 651261

darc +39 0971 485671

Dakc +39 0971 485106

NivteHsia Homep aM100/2019

CEPTU®IKAT BUMNYCKY CEPIf

Ped. a1
Hasea npogykTy: NAPADY3IB YKP B.B. 10 mr/mn — conakod 100 mn
(y T.4. cuna ai)
Knignt: SAPMA BABAPIA
KpaiHa-imnopTep: YKPAIHA
Nikapcexa dopma: O TaGnetrsn O Kancynu 0O Cynosutopii lHwe: Po3uuH ana iHdyasin
Poamip ynakoexu: 10 x 100 mn Tun ynakosku. £l Brictep I MNnawka
O bank lHwe: donakoH

Bup./MNak. Homep cepii: N3513
Hata eupobruurea: 15/03/2023 Tepwmin npuaartHocTi: | 02/2025
Kinkkictb: 58.270 dpraxchis

5.827 ynakoeax
HineHuuys 3 BupobHuyTEA C.M. ®apmaveyTivi C.P.J1., 3oHa Inaycrpiane, 85050, micto TiTo,
"in bulk™: MoTeHua — Itania
AinbHULA 3 NakyBaHHs: Ta cama, o i BUPOBHULTBO I lHwa: (Hasea, agpeca, Ne riueHsir)
AinbHuuA 3 KoHTRPOMO Ta cama, Wo i BupoGHKLITRO
AKOCTI Ta BUAYCKY cepii:

KomenTapi:  npovepk

* LM 9 niaTeepkyio, WO BlllleRKasaHa iHopMalls € JoCToBIpHOK Ta TouHow. Lla naptis 6yna
BUIOTOBMEHA, BKNIQYAIOYW MaKyBaHHA/MapKyBaHHA Ta KOHTPONb SKOCTI, Ha BWLe3a3HaYeHoMYy
MaW[aHuuKy, ¥ noBHii signosigHocti 3 Bumoramy GMP micuesoro PerynatopHoro OpraHy Ta
cneumndikauinamn B PeectpauifiHomy MocsiguerHi xpainu-imnoprepa.

* 3anuvcu Wono supobHULTBA cepil, YNaKoBKN Ta KOHTPOMIO AKOCTI BynM nepesipeHi Ta BU3HAHO
TakumMK, 1o oK BignoeigaoTe GMP Ta TexHidwii yrogi.

* byab-ski cyTTeBi BigxwneHHn Bia BUPoBHWYOrC NpoLecy, sazHa4veHoro B TEXHIMHIA yrogi woao
SKOCTI | BUIYCKY cepil:

Hi O Tak (ams. kenilo 3siTy Npo BiAXKNEHHRA)
s  KOHTpOsib 3MiH BNPORZLKEHWA 3 OCTAHHLGT NOGTARKN

Hi 0O Tak (amB. Konilo 3BITY NPO KOHTPOMb 3MIH)

Timo, 31/03/2023
Op. Mpauia Taccenni
YnosHoeaxeHa Qcoba
C.M. ®apmaveyTivi C.P.JL.
(nidnuc)

Mepexnag sukoHaHo "NOVAMED PHARMA LTD." — npencraBHukom "GAPMA BABAPRIA" B YipaiHi

Sxan P/QZM’ 07 @Joszd%




C.M. dapmaveyTivi C.P.J.

Kpuanddnii, agMiRicTpaTMeRUi ocic,

BUPOBHUYA Ta KOHTPONLHA AiNbHWL
3aHa IHpycTpiane —

85050 micTo Tivo (MU} Iranis
Niuexain Homep al100/2019

Ten. +390871 651261

dakc +39 0971 485671

dakc +39 0971 485106

CEPTUNOIKAT AHATII3Y

BCIM, KOO CTOCYETLCH

MpoAykt NAPA®Y3IB B.B. 10 mr/imn YKP Capla e N3513
®dnaxoH 100 mn
NapaueTamon po3duH AnA iHgyaii 10 mrimn; 100 mn Ne 10
PeecTpauiide noceiadeHHa Ne UA/17329/01/01; duHHe a0 04.04,2024
Bepcinte | 2 Kon mponycry PZ17463 Kinwiicrs 58.270
et | e 5.827
AHania MeTop, Cneuwddikalyia PesynbTatu
30BHILLHIA BUrNAZ pO3YUHY cv 2.21 Mposcpa pigvka Bignosigae
KonbopoBicTh ep 222 <Y6 Bignosipae
lpenmuchikauia:
Mapauetamon BEPX € 2.2.29 Hac yTpUMaHHA NOBUHEH cniBnagaTy 3l cTaHAapToM Bignoeigae
MapaueTtamon ed 2.3.1 MNosuTnBHA peaxkuisn Bignosinae
peakuist Ha aueTun
Lncrein BEPX ed 2.2.29 Yac yTpumaHRs NoBWHEH CNiBNAAaTH 3 CTEHRAPTOM Bignosigac
3ravuerHs pH cp 223 50-60 5,7
O6'em, L0 BUTATAET=CS ch 2917 100,1 —107,0 mn 1020
OcMonansHICTL € 2235 285 — 320 mOcmone/kr 317
MexarivHi BKn:YeHHA eP 2919 2 10 mxm : < 6000/ nakoR 1182
2 25 mkm @ < 600/cbrakoH 3
BmicT napaugstamony BEFX £€¢ 2.2.29 0,95 — 1,05 riconakcH 1,00
Bumict umcteiny BEPX €b 2.2.29 80,09% — 105,0% 98,1
riapoxnopMay MoHorifapt
Homiwka F (4-HiTpedheron) BEPX €d 2.2.29 <0,05% Huxde mexd
Homiluka K {4-aminocheHon) BEPX €0 2.2.29 <0,05% 0,01
Byab-Aka iHWa gomiwka BEPX € 2.2.29 2 0,10% Hukue Mexxi
Cyma ACMILLICK BEPX €® 2.2.29 <0,2% 0,0
BakTtepianbHi eHa0TOKCHMHN e 2614 < 3,5 MO/mn < 0,12 MO/mn
CTepUnbHICTL Ed 261 CrepyunbHui CrepunbHuit

Dowmiwka F mexa = 0,01%; Jomiwxa K mexa = 0,005%; Byak-aka iHwa fomiluka mexa = 0,007%

RaTa srpoOHULTEA 15/03/2023 TepmMiH npuaatHocTi 02/2025
KepiBHYK KCHTROMIO AKOCTI Aara YnosHosaxeHha ocoba Aara
CXBANEHO %]
{nidnuc) 31.03.2023 (nicruc} 31.03.2023
HE CXBAREHO 1
Moa. 13/12

Mepexnap sukonaHo "NOVAMED PHARMA LTD." — ogidiiHnm npepctaeHukom "OAPMA BEABAPIA" & Ykpaiui
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5.0, Farmaceutici s.z.l,

Sede Legale & Amministrativa e . ‘:==: ‘éi@ .
Stabilimento di Prediuzione e Controllo G ﬁmg .
Zona Industriate - 85650 Tita Scalo {PZ) -1 _?E.

Tel.; +39 0971 651261
Fax: +39 0971 485671
Fax: +39 0971 48506
License number aM100/2019

BATCH RELEASE CERTIFICATE

Name of the Producl: PARAFUSIV UKR LV, 10mg/ml - vial 100mi

(including strenght)

Client: PHARMA BAVARIA

Importing Country: UKRAINE

Dosage Form: []Tablets [ Capsules [] Suppositories  [X] Other: Sol. for infusion
Package Size: 10x100ml Package Type: [ Blister [_] Bottle

(] Bulk Other: Vial

Manuf. /Pack. Batch Number. | N3513

Manufacturing Date: 1510312023 Expire Date; 02/2025
Quanfity shipped: 58.270 vials
5.827 packs
Site of Bulk Production: 5. M. Farmaceutici srl, Zona Industriale, 85050 Tito, Potenza - ltaly
Site of Packaging: Same Site as Production Site [] Other: {name, address, license no.)
Site of Analysis: Same Site as Production Site
Comments:

« | hereby certify that the above information is authentic and accurate. This batch has been manufactured,
including packaging/labelling and quality controi a the abovementioned site, in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of
the importing country.

o The bhalch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP and Technical Agreement.

s Where there are any significant deviations from the manufacturing process stated in the technical agreement
concerning product quality or release:

No ] Yes (see copy of Deviation report)
» Change Controls implemented from the last shipment
No [ Yes (see copy of Change Control Report)
Tito, 31/03/2023 Dr.$sa Grazia Tasselli
fQuaIfﬁed Pershn
S¢ M. Farmaceutic] st h/
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