CEPTU®IKAT AKOCTI CEPITI IKAPCbKOTIO 3ACOBY

Ne: 12033 BuaaHuid: 30.01.2024

Hazsa npogykTy

(mo3yBaHHA, nikapceka ¢opma, posmip i TMn

LIEDEMIM-BICTA, nopowwoK ana po34unHy Ana iH’ekuiii abo
iHdy3iit no 1000 mr; no 10 $pnaKoHIB y KAPTOHHIM Kopobui

YNaKoBKwM)

JAitoya peyosuHa Liepenim / 1000mr

BupobHMK n4an - NABOPATOPIOC TOPNAH, C.A,, IcnaHia
Homep peecTpauiiiHoro noceig4eHHs UA/18974/01/01

Homep cepii Ta ii po3mip V1-04/ 4037 ynakoBOK

Jara sBupobHuyTBa 11.2023

TepMmiH NpyUAATHOCTI 11.2026

Hasea, agpeca Ta Homep niueHsii BupobHuYoi

nan - NABOPATOPIOC TOPSAH, Ktpa, ae bapcenoHa, 135-B,

LinbHUUI KepgaHiona genb Bannec, bapcenona, 08290, Icnaxina
2279E
GMP ceptudikat abo nocmnaHHa Ha EudraGMP GMP Ne NCF/2140/001/CAT
MoKa3HUK Cneumndikauia PesynbTtatu
— DnakoH MICTUTL NOPOLLOK Big 6inoro Ao ceiTno- Blirasligs
OBTOrO KONbOPY
MopOWOK NOBHICTIO PO34YMHAETLCA, HE . .
MoeBHoOTa pO3uMHEHHA Bianosigae
3a1MIIAI0YM HEPO3YMHEHUX YACcTOK
T mmm— BiaHoBneHwMiA pO?:HMHuMaEJGVTH HemeHw —_
NPO30pPUM YMM PiBHUI 06’em BOAU OYULLEHO]
laeHTudikayia** Yac yTPMMaHHA i4eHTUYHKMIA CTaHAAPTHOMY Bignosigae
pH (100 mr/mn po3umnH) 4,0-6,0 4,5
Bmict BogKn <4,0% 2,4%
MexaHi4Hi BKNIOYEeHHA 2 G i 4 ;
T —— MpaKTUYHO BiNbHWUM Bif HacTOK Bipnosinae
. > 10 mkm: < 6000 / pnakoH 30
2 25 mKm: < 600 / dnakoH 2
N-meTunniponigix £1,0% 0,15 %
Bmicr uedenimy (y Brlmﬂm 6e3BoaHOI 95,0 % -105,0 % 102,78 %
OCHOBM Ta 6e3 L- apriHKHy)
CynpoBigHi AO0OMILIKK
- AOMilKa A <0,5% He BuaBneHo
- pomiwKa B <0,2% He suaBneHo
- AomiwKa D £0,1% He suaBneHo
- pomiwka F £0,2% 0,02 %
- iHgusigyanoHa HecneuwudikosaHa <0,2% 0,10 %
AOMILLKa
- cyma gomiwok*** <2,2% 0,43 %
CepegHa maca** 1738 — 2124 mr 1978 mr
OAHOPIAHICTL A,030BAHNUX OAUHMULL ** AV £15,0 2,6
CTepunbHICTb CrepunbHUi Bignoeigae
BbaKkTepianbHi eHAOTOKCUHM < 0,06 MO/mr < 0,053 MO/mr

*. 3anexcums 8id mumpy ditoHoi peyosuHu;

** _ UWE HG MOMEHM BUNYCKY;

**¥ - 30eaneHUll emicm domiwok, skarovarodu N-memunniponidid
Cepis Bignosinae sumoram MKA ao PN Ne UA/18974/01/01

Uum a nigTeepaxylo, WO HagegeHa suwe iHpopmauia € AOCTOBIpHOKW | TouHOW. Ua cepia npogyKkuii 6yna eurotosneHa
(BKNKOYAOYM YNAKOBKY / MAapKyBaHHA) | NPOBEAEHWI KOHTPONb AKOCTI Ha 3a3Ha4YeHomy BMpOﬁHHHomy Mau,u,aHHMKy Y NOBHIK

al,u,nomp,nocn 40 Bumor GMP,

BignoBigHicTe Bumoram GMP (GMP cepTu¢|kaT No. NCF;'ZMO!OOUCAT]

BCTAHOBNEHUMM MICLEBMM PEryNaTOPHUM opraHom,~ a

3-5«13}-; 3i

\‘BI,EI,HO BigHOCTI

MpUMITRK @ —--

MigrotoBneHo
(nocaga, Nib, nignuc Oara)

'i'.ﬁ paH
noca

KoHTponk akocTi 3atBepAKeHo : |
( nocaga, Ni6, nignuc fata ) \

ﬂn»s*n*oc*r» ue"uf_g« I
23, NIB, niAfK ,D,aTa)

Cneujanict 3 aKocTi —
Map Pyaxo
Midnuc 30/01/24

MeHegep 3 KOHTPOIK AKOCTI -
AHHa BepHepei
nionuc 30/01/24

Mt:He,u,mep 3 aﬁ(;‘f:r w
‘%p A Ten aﬁ'ap*_ ,-J
Midnue 20015




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

Ne: 12033 Issued: 30.01.2024

Name of product

(strength, dosage form, package size and type)

CEFEPIME-VISTA, powder for solution for injection or
infusion, 1000 mg in vial, 10 vials in a carton box

Active substance

Cefepime / 1000mg

Manufacturing LDP - LABORATORIOS TORLAN, S.A., Spain
MA number UA/18974/01/01

Batch number and size V1-04 / 4037 packs

Date of manufacture 11.2023

Expiry date 11.2026

Name, address and license number of

manufacturing

LDP - LABORATORIOS TORLAN, ctra, de Barcelona, 135-B,
Cerdanyola del Valles, Barcelona, 08290, Spain

2279E
GMP certificate or EudraGMP reference GMP Ne NCF/2140/001/CAT
numbers
Test Specifications Results
Appeaiais Vial containing a white to pale yellow Compiies
powder
ol Powider dissolves completely, leaving no Complias
undissolved matter
Constituted solution is not significantly less
Clarity of solution** clear than an equal volume of purified Complies
water
Identification®* Retention time identical to standard Complies
pH (100 mg/ml solution) 4,0-6,0 4,5
Water content <4,0% 2,4%
Par‘tl‘culate Eckgsmination Practically free of visible particles Complies
- Visible particles :
- Sub-visible particles =20 U 500 vl =0
= 25 um: € 600 / vial 2
N-methylpyrrolidine <£1,0% 0,15 %
Content of cefepime (an
anhydrous basis and L-Arginine 95,0 % -105,0 % 102,78 %
free)
Related Substances
-Ilmp. A £0,5%
-lmp.B £02%
-imp.D £0,1%
-Imp. F <0,2%
- Any individual unspecified imp. | 0,2 %
- Total impurities*** <2,2%
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

Ne: 12033

Issued: 30.01.2024

Name of product
(strength, dosage form, package size and type)

CEFEPIME-VISTA, powder for solution for injection or
infusion, 1000 mg in vial, 10 vials in a carton box

Active substance

Cefepime / 1000mg

Manufacturing

LDP - LABORATORIOS TORLAN, S.A., Spain

MA number UA/18974/01/01
Batch number and size V1-04 / 4037 packs
Date of manufacture 11.2023

Expiry date 11.2026

Name, address and license number of
manufacturing

LDP - LABORATORIOS TORLAN, ctra, de Barcelona, 135-B,
Cerdanyola del Valles, Barcelona, 08290, Spain
2279E

GMP certificate or EudraGMP reference
numbers

GMP Ne NCF/2140/001/CAT

Average weight** 1758 - 2148 mg 1978 mg
Uniformity of dosage units** AV £ 15,0 2,6

Sterility Sterile Complies
Bacterial endotoxins < 0,06 Ul/fmg <0,053 Ul/mg

*Depending on the titre of drug substance
**Only performed at release

*** Note: total impurities include N-methylpyrrolidine.
The batch meets the requirements of QCM for MA Ne UA/18974/01/01

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP (GMP certificate No. NCF/2140/001/C

AT).

Remarks: ---

Prepared by:
(function, full name, signature

Date) Date)

Quality control Approved by:
(function, full name, signature

Quality assurance Approved by:
(function, full name, signature
Date)

QA Technician — Mar Ruano
1

N

2000112\

QC Manager — Anne Vernerey

QA Manager — Maria Galobart
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JAEPXKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KME€BI

npos. Hanii Csitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOVY 37079055

BUCHOBOK
Npo AKICTH BBE3eHOro B Ykpainy Jikapcbkoro 3acoby

20.02.2024 , Ne 7656/24/26

HE®EITIM-BICTA

(HafiMenyBanns NiKapceKoro 3acoby 3riiHo 3 peccrpauifinuM NocRiMEHHAM)
NOPOMOK A5 po3unny s in'exkuiii a6o indysii mo 1000 mr, no 10 ¢paaxonis 3 nopomkom
JUISE PO3MHHY A in'ekuiii v KapToHHIH Kopobui

(hopma BHnyCKy, A03yBAHHA, BHJL NAKYBAHHA JlikapcLkoro 3acoby)
Homep peecrpauiiinoro nocsinuents UA/18974/01/01 crpok aii peectpauitinoro nocsinuenns 23.09.2026
Cepin snikapcskoro 3acoby Ne V1-04 KinskicTs BBesenoro nikapcskoro sacoby 2037

BupoGnuk JIAII - JIABOPATOPIOC TOPJIAH, C.A., Icnanis

(nadimenynanus supoGuuka nikapeskoro 3acoBy, KpaiHa NOXOKEHNS)

Beeseno B Ykpainy TOBAPUCTBO 3 OBMEXXEHOIO BIZINOBIJIAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(naimenysanns Ta kon 3a CJIPTIOY opuamanoi ocobu aGo npissuiie, im'a, no Garukoni
dhiznunoi ocobu - ninpuesmus, ii Micue npoxusanis Ta peectpauiinui Homep oGaikonoi
KapTKH njariuka noaarkis abo cepis Ta Homep nacropra)

Mpotokoa Bisyaanuoro konrpomo sin 20.02.2024 Xe 571/2.

3a pesynbTaTaMi ABHOr0 KOHTPOJIIO BCTAHOBICHO, JUO Jikapchbkuii 3aci6 Beezeno B VYkpainy 3
AOTPHMAHHSY

Isar 3AJIBOPHMX
y (nianuc) (iniuiaum Ta npissiuie)

B.o. nauanysBa}

(nocaiona ¢




JAEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €/IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiuy JikapcbKoro 3acody

17.02.2025 Ne 7301/25/2611

LIEMEIIIM-BICTA

(HaiimenyBaHia Nikapcbkoro 3acofy 3riiHo 3 peccTpauifiHmM NoCBiIYEHHAM)
NOPOIOK VISl po3unny aas in'exuiii ado indysiit no 1000 mr, no 10 ¢parakonis 3 nopomkom
JUISE PO3UMHY AJIs1 iH' €Kil y kKapToHHiI Kopooti

((hopma BuIycKy, 103YBaHHs, B MAKYBaHA TiIKAPCLKOro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/18974/01/01 crpok nii peectpauiiivoro nocsinuenns 23.09.2026
Cepis nikapcbkoro 3acoby Ne X 1-02 KinbkicTnh Baesenoro nikapeskoro sacoby 500

BupoGHuk JIAIT - IABOPATOPIOC TOPJIAH, C.A., Icnanis

(nafimenyBanns BUpoOHMKA JIiKapCcLKOIo 3acoly, kpaila NOXoaKeHHs )

Beeseno B Vkpainy Tosapucrro 3 oomekenoro Bianopinaasnicrio "BYCT MAPMA'",
inent. kon: 44107410

(HaiimeHyBanus Ta kot 3a €JIPTIOY wopuanunoi ocodu abo npissHine, im's, no Garbkosi
(iznunol ocobu - nianpuemusa, ii Micue npoxuBanHg Ta peecTpanifiuil Homep oGnikosoi
KAPTKM MIaTHHKa 1oaTkis abo cepis Ta Homep nacnopra)

IMpoTokon sisyansuoro koutponio sia 17.02.2025 Ne 441/01.10-25/20.

3a pesynbTaTamMM EpKABHOTO KOHTPOMO BCTAHOBACHO, WO Jikapebknii 3aci®  sBeseHo B Ykpainy 3

AOTPHMAHHSAM BUMOr 3aKOHOAABCTBA WOAO 3abe3neueHts akgCx nikapcbkux 3acobis.

Wh 3ACOBIg 7
a Wi H g
EELLLY

HayanbHuK Mukona XOJIOJIEHKO

10) (nizinme) (iniiany Ta npizsmiie)

(nocanona oco




CEPTU®IKAT AKOCTI CEPIIi NIKAPCbLKOTIO 3ACOBY

Ne: 12432 Bupanumin: 11.11.2024

HaszBa npogyKrty

(no3yBaHHA, nikapcbKa ¢popma, poamip i TMR

LE®ENIM-BICTA, nopolwok gna po3uunHy ans id’ekuiit abo
iHdysiit no 1000 mr; no 10 pnakoHiB y KApTOHHI Kopobui

YNaKOBKM)

[Oitoya pevyosuHa Ledenim / 1000mr

BupobHmK n4an - TABOPATOPIOC TOPJIAH, C.A., IcnaHia
Homep peecTpauiiMHoro nocsig4eHHa UA/18974/01/01

Homep cepii Ta ii po3mip X1-02/ 3001 ynakoBKa

[aTa BMpobHuMUTBA 10.2024

TepmiH NpUAaTHOCTI 10.2027

HasBsa, agpeca Ta Homep niueHsii BMpobHuyoi

nan - TABOPATOPIOC TOPJIAH, KTpa, ae bapcenoHa, 135-B,

AiNbHU U] KepaaHitona genb Bannec, Bapcenona, 08290, IcnaHia
2279E
GMP cepTudikat abo nocunaHHa Ha EudraGMP GMP Ne NCF/2140/001/CAT
MNMoKasHuK Cneuudikauin Pesynbtatn
®nakoH micTUTL NOpOLWOK Big Binoro ao ceitno- . .
Onumc P A A Bignosigae
}OBTOrO KONbOPY
MOpPOLIOK NOBHICTHO PO34MHAETLCA, HE . ;
MoBHOTa po34YMHEHHA Bignosigae
33/IMLAKYM HEPO3YMHEHMX YACTOK
BigHOBNEHWMIA PO34YMH Mae BYTU He MmeHLW . .
Mpo3opicTe posunHy** o paz G 4 ! Bignosigae
NPO30PMM HUM PiBHWIA 06'eM BOAM OHULLEHO]
lpeHTudikauia** Yac yTpUMaHHSA iAEHTUYHWI CTaHAAPTHOMY Bianosigae
pH (100 mr/mn posumH) 4,0-6,0 4,2
Bmict Bogu <4,0% 2,2%
MexaHiuHi BKNKYEHHA . . . . .
B vacrion MpaKTWUYHO BINBHWIA Bif, YacTOK Bianosigae
i > 10 MKM: < 6000 / dpnakoH 6
A > 25 MKM: < 600 / ¢paKoH 0
N-meTunniponigiuv <1,0% 0,11 %
Bmict uedenimy (y Burnagi 6essogHoi 95,0 % -105,0 % 99,33 %

OCHOBM Ta 6e3 L- apriHuHy)

CynposigHi gomilikn

- AoMmillKa A £0,5% He BuasneHo

- AomiliKa B <02 % He BuasneHo

- Aomiwka D <0,1% He BuasneHo

- Aomiwika F <02 % 0,02 %

- inguBigyanbHa HecneyudikosaHa £0,2% 0,04 %

LOMilKa

- cyma gomiwok*** £22% 0,35 %
CepegHAa maca** 1724 — 2116 mr 1919 mr
OfHopigHicTb f030BaHMX OAMHMUD ** AV £15,0 2,1
CTepuibHicTb CTepunbHUiA Bianosigae

bakTtepianbHi eHAOTOKCUHMN

<0,06 MO/mr

< 0,053 MO/mr

*_ 3aaexume 8i0 mumpy Oilo4oi pe4osuHU;

** _ auwe Ha MoMeHm 8UNYCKY;

**¥ _ 302070HUl 8Micm OOMIWIOK, 8KAKOYAKD YU N-MemunniponioiH
Cepia Bignosigae Bumoram MKA go PN Ne UA/18974/01/01

Uum A nigreepaxyk, WO HasedeHa Bulle iHoOpMaLis e JOCTOBIpHOW | TouHOW. LA cepia npoaykuii 6yna surotosneHa
BK/IKOYAKYM YNAKOBKY / MapKyBaHHA | NPOBEAEHWUA KOHTPO/Ib AKOCTI Ha 3a3HAa4YeHOMY BUPOBHUHOMY MalaaHYUKy Y NOBHIH
signosigHocTi g0 Bumor GMP, BCTaHOBNEHMMW MICLLEBUM pPEryiaTOPHMM OPraHoOM, a TaKOoX Y BIANOBIAHOCTI 3i
cneundikauiero go PIMN Ha npenapat. MpoToKoAW BUPOOHWULUTBA, YNAKOBKU Ta aHanisis Oynu nepernaHyTi i BCTaHOBAEHO
BianosigHicTb BUMoram GMP (GMP ceptudikaT No. NCF/2140/001/CAT).

MpUMITKY © —-

NigrotosneHo
(nocaga, NIB, nianuc Aara)

KoHTponb AKoCTi 3aTBEpAKEHO :
( nocaga, NIB, nignuc daTa)

FapaHTia AKOCTI 3aTBEpPAMKEHO :
( nocaga, NIB, nignuc AaTa)

CneujanicT 3 AKoCTi —
Map PyaHo
Midnuc 11/11/24

MeHeaxep 3 KOHTPOKO AKOCTI -
AHHa BepHepei
Miénuc 11/11/24

MeHeKep 3 AKOCTI -
Mapia lanobapt
Miénuc 11/11/24




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

Ne: 12432 Issued: 11/11/2024

Name of product

(strength, dosage form, package size and type)

CEFEPIME-VISTA, powder for solution for injection or
infusion, 1000 mg in vial, 10 vials in a carton box

Active substance

Cefepime / 1000mg

Manufacturing

LDP - LABORATORIOS TORLAN, S.A., Spain

MA number UA/18974/01/01
Batch number and size X1-02 / 3001 packs
Date of manufacture | 10.2024

Expiry date 10.2027

manufacturing

Name, address and license number of

LDP - LABORATORIOS TORLAN, ctra, de Barcelona, 135-B,
Cerdanyola del Valles, Barcelona, 08230, Spain

2279E
GMP certificate or EudraGMP reference GMP Ne NCF/2140/001/CAT
numbers
Test Specifications Results
Vial containing a white to pale yellow .
Appearance Complies
powder
Powder dissolves completely, leaving no
Completeness . g g $ Complies
undissolved matter
Constituted solution is not significantly less
Clarity of solution** clear than an equal volume of purified Complies
water
Identification** Retention time identical to standard Complies
pH (100 mg/ml solution) 4,0-6,0 4,2
Water content £40% 2,2%
Particulate contamination . . ) :
i g Practically free of visible particles Complies
- Visible particles )
. ) > 10 um: € 6000 / vial 6
- Sub-visible particles .
> 25 um: £ 600 / vial 0
N-methylpyrrolidine <1,0% 0,11%
Content of cefepime (an
anhydrous basis and L-Arginine 95,0 % -105,0 % 99,33%
free)
Related Substances
-Ilmp. A <05% n.d.
-Imp.B <0,2% n.d.
-lmp.D <0,1% n.d.
-Imp. F <0,2% 0,02 %
- Any individual unspecified imp. | <0,2% 0,04 %
- Total impurities*** <22% 0,35%
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

Ne: 12432

Issued: 11/11/2024

Name of product
(strength, dosage form, package size and type)

CEFEPIME-VISTA, powder for solution for injection or
infusion, 1000 mg in vial, 10 vials in a carton box

Active substance Cefepime / 1000mg

Manufacturing LDP - LABORATORIOS TORLAN, S.A., Spain
MA number UA/18974/01/01

Batch number and size X1-02 / 3001 packs

Date of manufacture 10.2024

Expiry date 10.2027

Name, address and license number of
manufacturing

LDP - LABORATORIOS TORLAN, ctra, de Barcelona, 135-B,
Cerdanyola del Valles, Barcelona, 08290, Spain
2279E

GMP certificate or EudraGMP reference
numbers

GMP Ne NCF/2140/001/CAT

Average weight** 1732-2116 mg 1919 mg
Uniformity of dosage units** AV <15,0 2.1

Sterility Sterile Complies
Bacterial endotoxins <0,06 Ul/mg <0,053 Ul/mg

*Depending on the titre of drug substance
**Only performed at release
*** Nate: total impurities include N-methylpyrrolidine.

The batch meets the requirements of QCM for MA Ne UA/18974/01/01

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP (GMP certificate No. NCF/2140/001/C

AT).

Remarks: ---

Prepared by: Quality control Approved by: Quality assurance Approved by:
(function, full name, signature (function, full name, signature |(function, full name, signature
Date) Date) Date)

QA Technician — Mar Ruano

kk«uéz_,l LA 124

QC Manager — Anne Vernerey

QA Manager — Maria Galobart

'3 L\ w0y
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