JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

09.01.2026 Ne 67399/26/10

THBAH3®

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Jioginizar g po3unny pus in'ekuii no 1 r; 1 ckisinnil JiakoH y KapToHHiH KopoOui

(dhopma BENyCKY, 103yBaHHS, BAJ| AKYBaHHS JTIKaPCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsigaerns UA/9179/01/01 erpox nii peecrpauiitnoro nocsimaerns 01.01.2099

Cepis nikapcskoro 3acoby Ne C000761 KisbKicTh BBe3eHOro Jikapcrkoro 3acoby 60
BupoGruk ®APEBA Mipa6eib, @panuis
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHChKO-€CTOHChKe MiPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(naiimenyBanns Ta kof 3a €JIPTIOY ropuananoi ocodu abo npissuime, iM'a, no 6aTekoBi (iznanoi
ocobH - minpremns, i Miclle NpoKHUBaHHSA Ta peecTpaliiinuii Homep 001ikoBOT KapTKH MJIaTHHKA
nojaTkis abo cepis Ta HOMep IacrnoprTa)

Iporoxou Bisyansunoro xonrpouao six 09.01.2026 Ne 4152/1.

3a pesyipTaTaMM JIEpKABHOTO KOHTPOJIIO BCTAaHOBJIGHO, WO JHKapchkWit 3aci6 BBeseHo B YKpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.

Onera EPBOMEHKO

T KOHTPOTIO) {miamuc) {ininianu Ta npissHme)

TRIAL MODE - a valid license will remove this messag

See the keywords property of this PDF for more infarmation.



®APEBA, Mipabenb

Bepcia 03

CEPTU®IKAT AKOCTI CEPIi NIKAPCbKOIO 3ACOBY

HasBsa

InBaH3®, niodinizar pna posunHy ans
iH'ekuiinolr

dopma sUNycky

nioginisar ana po3unHy AnA iH'eKyin

[o3yBaHHsa EpraneHemy 1 r / dnakoH;
YnakoBska 1 dnakoH B B KAPTOHHIN Kopobui
BUpPO6HUK ®paHuin

Cepisn C00761

KineKictb y cepii 251 ynakosokK

PeectpauiitHe UA/9179/01/01

nocsigueHHsn

Aata eupobHuyTBa 07.2025

[ara 3aKiH4yeHHA 06.2027

TepMiHy npugaTHoCTi

Appeca Bupo6HUKa,
BiANoBiganbHOro 3a

$apesa Mipabenb, PpaHuis

BUNYCK cepil

Appeca Py ne Mapca, PIOM 63963 KnepmoH-
deppax Cepekc 9, Ppanuin

NlineHsia Ne 2025_151_1 2

Ceptudikat GMP 2025_HPF_FR_078~ ditoyull Homep Jodamekosa iHpopmayis
cepmudgpiramy 9 [pyoHsa 2025 poky

2023_HPF_FR_054_P_2024 — nonepedHili
Homep cepmudpikamy

MaH-/Trok BIAASTb
(nionuc, dama)
YnosHosaxeHa ocoba
®apesa Mipabens,
®paHuis

PesynbtaT npos

efleHHA aHanisy signosigHo go MKK per.ya Ne UA /9179/01/01

Moka3HuKKM AKocTi Bumoru Pesynbratm
Onuc (BisyanbHo) Big 6inoro no maitxe 6inoro kosbopy T8epaa | Bianosigae
OAHOpPiAHa pevoBMHa WMaTouYKonoaibHUN
dopmu
pH 7,0-8,0 7,5
MoBHOTa pO3uUnHEHHA i A. Teeppaa peyoBuHa PO3UYMHAETLCA NOBHICTIO, | Bianosigae

Nposopictb po3unHy

He 3a/1Maoym BUANMOTO 3a/IUWLKY Y BUrNAAi
HEPO3YUHHUX YaCTUHOK.

B. BigHOBNEHUI PO3YUH € HE3HAYHOKD MiPOIO
MEHLW NPOo30pUM, HiXK piBHUI 06'em
PO3YMHHUKa abo BOAU OYMLLEHOI, MOMILLEHUH
B NoAibHy NocyauHy | npoaHaniaoBaHKM

aHaNOrMYHUM YUHOM.
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MexaHiuHi BKAOYEeHHA
(sizyanbHuit KOHTpOAD)

BiAHOBNEHUI PO3UYMH, TONIOBHUM YNHOM
BiNIbHWI Bif MEXaHIYHUX BKNKOUEHD CTOPOHHIX
YaCTUHOK, AKI MOXKYTb BUABNATUCA Bi3yaNbHO.

Bignosinae

MexaHiuHi BKAIOUEHHA
(incTpymeHTanbHO)

Crapin |l :

He 6inbwe 6000 yacTMHOK/bnakoH 2 10
MiKpOH

He 6inbuie 600 YacTUHOK/dGAAKOH 2 25 MIKPOH
Crapina Il :

He 6inbwe 3000 yactuHoK/dnakoH 2 10
MIiKPOH

He 6inbuie 300 4acTUHOK/GAaKkoH 2 25 MiKpoH

294 yacTUHOK/pnaKoH
1 yacTuHoK/dnaKoH

He TecTysanocCb

He TeCTyBa/ioCb

Inentndikauia Bepx Yac yTpumyBaHHA roN0BHMUX NiKiB Ha Bianosiaae
XpomaTtorpamax sunpobyBaHoro i
cTaHAapTHOro posduHis 3biratoTbea
CnekTp BunNpobyBaHOro 3paska NOBUHEH
BIK - cnekTp BiANOBiAaTYM CTaHAAPTHOMY CneKTpy 3 6asu Binnosinae
cneKTpis
KinbkicHe BU3HaueHHA 107,0 - 115,0% Big 3asBneHOi KinbKOCTI 111,2%
(Bepx)
Npoayktu posnagy (sepx)
L-448115 (OKca3nHOH) Makcumym 0,7% 0,4 %
L-774183 Makcumym 5,3% 35%
(BiakpuTtonaHutorosnii)
3aranbHa KinbKictb Makcumym 6,3% 3,0%
aumepis
IHWWA OQNHOUYHUI Makeumym 0,2 % 0,0%
HecneuidpipoBaHHui
NPOAYKT po3nagy
3aranbHa KinbKicTb Makcumym 12,3% 6,9%
OpHopigHicTL Bianosigae sumoram Esp. ®apm./dapm. CUIA | Bignosigae
posysaxHa (BEPX)
BaktepianbHi Makc. 0.35 EQ/ mr Bianosigae
EHOO0TOKCUHN
CTepunbHICTb Bignosinae sumoram Esp. ®apm./dapm. CLIA | Bignosigae
Bopa (BIK cnekrp abo Makcumym 2,3% 1,8%

metop MX)

LM 5 3aCBiAYYI0, 10 BULLEBKa3aKa iHGopMaLLiA € AOCTOBIPHO | TOUHO. [laHa cepin NpoAyKTy byna
8upo6/eHa, BKNIOYAI0UM YNakoBKy / MapKyBaHHA Ta KOHTPONb AKOCTI Ha Buwe3rafaHii BUpo6HNYIA
DinbHUui (-kax) B NoBHIM BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBNE@HUMM MICLLEBUM PETYNATOPHUM
opraHoMm, a TaKoX 3rigHo cneumndikauii, Wo MiCTUTbCA B peecTpauinHoMy focbe. [1pOTOKONMM

BUPOBHULTBA, YNAaKOBKM Ta aHanisiB 6ynu nepernaryTi i BCTaHOBAEHO iX BI4NOBiAHICTE BUMOram GMP.




KomeHTapi:
MIR-DEV-2025-133:

2 nakoHK 3 He3BMYaNHMM AedeKTOM CKAa.

PyuHa nosTOpHa nepesipka cepil.
Bnausy Ha AKiCTb HEMaE.
MIR-DEV-2025-134:

UlopiyHa nosTopHa Banigauis uukny VHP.

[ara Bunycky cepii:

07.10.2025

YnosHosaxceHa ocoba

dapesa Mipabenb, Opanuisa

Han-/Mok BIQAb
(nionuc)







F A

HAIRABEL

Product Name

Dosage Form

Strengh

Packaging

Country of Manufactuter
Registration Certificate
Bateh Number

Batch Quantity
Manufacturing Date
Expiry Date

Name of Releasing Site
Address of Releasing Site
Manufacturing License Ne
GMP Certificate

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne UA/9179/01/01 -~ 7

R E WV

A

CERTIFICATE of QUALITY of Medicinal Product Batch

INVANZ®, liophilizate for solution for injection 1 g

liophilizate for solution for injection

1g Ertapenem /vial

1 vialin carton

France

UA/9179/01/01
CH00761

251 packs

072025

06 2027

FAREVA Mirabel, France
Route de Marsat, Riom 63963 Clermont-Ferrand Cedex 9, France
2025 151 1.2

2025_HPF_FR_O78 {701/, = fits /

Los i o . s . SENA SN

Rev 03

Quality Indicators

MQUC Requirements

Analysis Results

Description (visual)

pH

Solution

Completeness and Clarity of

the diluent or of purified water contained in.a similar vessel and examined
similarly.

Solid, white to off-white essentially, uniform cake Conforms
7.0-8.0 7.5

A: The solid dissolves completely, leaving no visible residue as undissolvad

matter.

B. The constituted solution is not significantly less clear than an equal volume of | Conforms

Particulate Matter, Visual

Constituted solution is essentially free from particles of foreign matter
that can be observed on visual inspection,

Conforms

Stage |
Max. 6000 particles per vial = 10pum

294 PPV

Degradates Total

Particulate Matter Instrumental Max: GOD particles peruial Ri2sjum I PPY
i Stage Ul

Max. 3000 particles per vial = 10pum N/A

Max. 300 particles per vial 2 25um N/A
bi(lcntity - : ' . B
HPLC Retention time of the main peaks of sample solution and standard solution are

o the same. Conforms

NIR o

The sample exhibits a spectrum comparable to that of an established database Conforms

for samples similarly treated.
Assay (HPLC) 107.0 - 115.0% of label claim 2%
Degradates (HPLC)
L-448115 {Oxazinone) Max. 0.7% 0.4%
L-774183 (Ring-Opened) Max. 5.3% 3.5%
Total Dimers Max, 6.3% 3.0% )
Other Single Unspecified Max. 0.2% 0.0%

Max. 12.3% 6.9%

Conforms to Ph. Fur./USP

Conforms

Water (NIR or GC}

. a0 e e e

Bacterial endoxins Max. 0.35 EU/mg Conforms

Sterility Conforms to Ph. Eur./USP Conforms
Maximum 2.3% 1.8%
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FAREV

PARABEL oo

Rev 03
[ hereby certify that the above information is anthentic and accurate. This batch of produet has been manufactured. including packaging/labeling. and
quality control hias been perforned at the above mentioned site(s) in full compliance with the GMI requirements of the Local Regulatory Authority and
in accordance with the $pecitications of the Registration Dossier. The bateh processing., packaging and analysis records were reviewed and found to be
in complinnee with GMP.
Commenls:
MIR-DEV-2025-133
2 vials with unusual glass defect.
Manual reingpection of the batch
No quality impact
MIR-DEV-2025-134 ¢
Annual revalidation of VHP cycle
Qualified Person name, job title, Signatiire
Date of Batch Release
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