JNEPKABHA CHYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KUEBI

npos. Haait Ceitnnanol, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog CHPIIOY 37079055

BUCHOBOK
PO AKICThL BBE3CHOI0 B YKpainy JiKapchLKoro 3acoby

08.08.2024 Ne 40647/24/26

HNEDTPHAKCOH-BICTA

(natiMenyBanns aikapebroro 3acoly 3riano 3 pecerpaidituny nocsipennny)
HOPOILOK JIs posumuy Aust in'exuiii no 1 1, 10 duraxonis 3 ropoukom B Kaprouuiii
ropooui

{(hopMa BHINYCKY, A03YBARI, B DAKYRAUIS ATKAPCLKOro 3ac00y)
Homep peecrpaniinoro nocsizuenns UA/18215/01/01 crpox aif peecrpauiitnoro nocsiguenns 08.07.2025
Cepin nixapenroro 3acody Ne 23504080 Kinukicts seesenoro aikapeskoro sacofy S000

Bupotuuk ALIC JIOBOAP CILA, lTtanis

(Hadimerynaiis BHPOOHMKA AiKapeLkoro 3acely, KpaTha HOX0ARCH s

Bseseno 8 Yipainy Toapucrso 3 odmexenorw simosinansuicrio "BYCT ®APMA'Y,
inenr. ko 44107410

(nadtmenynauis ta kol 3a CUPTIOY wopumunol ocobu abo npizsaue, v, no Sarprosi
Biznunof ocobu - nianpuenmig, 1T Micie npownBanis 1a pecerpaniiinnit nomep obaikonal
KapTRI IATTHIKA nosaTkis al0 cepis 1a HoMep nacnopa)

TMporokoa Bisyasssoroe kourpomo sin 08.08.2024 N 2717/7.

3a  pesyAbTATAMH  ACPKABHONO KOWIPOMO BCTAHOBAEHO, WO Jikapcbkuil 3aci6  smeseno B Ykpaihy

-

JOTPAMAHHSIM BUMOT 3aK0HOZABCTEA 100 3abe3neHen s AKoCTi ni;c'?cbxxfxx;zacoom.
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Sede Le%ﬁije‘

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Aminsteativa

Viale Colleont, 25 - Palazze Pegase Ingrasso 3

20864 Agrate Brianza (MB) - ITALY o

www acsdobfar it - anuninistrazione@pec.acsdobtar if

Tel 02 90693.1- Fax 02 9064566

Mamfacturad by: ACS Dobfar S.p.A. - MNucleo Industriale S. Atto 5. Nicold a Tordmo (TE)
CepTtudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY: ,
UEDTPUAKCOH-BICTA, 1r, BM/BB {10 $b1aKoHiB 8 yNaKoBL,), NOPOLUOK A5 PO3UMHY ANA iH eKLN

KoHueHTtpauina:
1 dnakoH MicTUTL LiedTpUaKCoHY AUHATPIlO remirenTariapaTy eksiBaieHTHO LedTpuaKkcoHy 1r

JNlikapcbKa popma:
CTEPUNBHUA NOPOLIOK

Po3mip Ta TMN NakoBaHHA:
10 $n1aKoHIB Yy KAPTOHHIM Nayui

Kop npoaykry ALC fo6dap /Cepia: F1001654 / 23104080

Kpaina-imnoprep: YKPATHA

Homep peecrpauiliHoro nocsiguennHs: UA/18215/01/01

[arta suroroBneHHs: /iuneds, 2023

TepmiH npuparHocri: /iuneHs, 2026

Kinbkictb BUnyweHux oguHuub: 20183 ynakoBoK

Peaynbra'rﬁ aHanisy: JuBuch gopaHuii ceptudikar aHaniay, suaanuii 11 sepecHa, 2023 p.

QaHi npo cuposuHy/npomixkHuil matepian:
Cepia: 23J02373 . Koa: F3000551

HasBa Ta agpeca BUpo6HULTBA, NAKyBaHHA, KOHTPOKO AKOCTI Ta MicLA BUINYCKY cepil:
ALC Lobdap C.n.A., Hykneo IHaycTpiane C ATTo Hikono'a TopgiHo (TE)

Homep niueHsii Ha Bupo6HuuTeo / Ceprudikar signosigHocti GMP: aM 101/2022 - IT/129/H/2022

3assa npo ceptudikayito:

Unm 3acsiguyto, W0 HasedeHa suile iHbopmalis € ayTeHTMYHOK Ta AocToBipHoto. Lia nmaptis npopykuii 6yna
BuroTosneHa/ supobneHa, BKAOYAOYM MaKyBaHHA Ta 3AIMCHEHHA KOHTPOM AKOCTI Ha BULLE3ragaHomy Micll
(micuax) signosigHo 4o sumor GMP micueBoro peryssTopHoro opraHy Ta cneuudikauilt, 3asHaveHux y
PeecTpauiitHomy nocsifgYeHHI NiKapcbKoro 3acoby Kpalhu-imnopTepa. JoKyMeHTalif BUrOTOBNEHHA, NaKyBaHHA Ta

TecTyBaHHA 3aBeplieHo, nepesipeHo Ta 3aTBepieHo Be3 Byab-akux BiaxuneHb (OUB. KOmeHTapi/3ayBaeHHA

BuiLe).

KomeHTapi / sayBakeHHs::

Y nipoueci BUroTOBAEHHSA, NakyBaHHA Ta sunpobysaHHA Liel napTii suaBneHo:
HOAHMX BiAXWAEHb, AKI MOXKYTh BIAWHYTY Ha BUTYCK NPOAYKTY

O sigxuneHHs, AKi MOKYTb BIIMHYTY Ha BUMYCK NPOAYKTY (AWB. 404aTOK)

[ posatkoBa BignosigHa iHpopmauis Woao AKocTi napTii AoAaETbCA

Mpumitkn: HYKIEO IHAYCTPIANE C ATTO {(/10K. C. HIKO/TO'A TOPAIHO), 64100 TEPAMO (TE), ITANIA

Im's Ta nignvc ynosHoBaXeHo! 0cobu, AKKI JaE NpaBo Ha BUNYCK cepii, Ta AaTa NignucaHHa:

Maprina llapHaH3oHe,
YnosHosBayeHa ocoba

12 sepecHs 2023 poky o 12:31 ITM

Uel BOKYMEHT Mae eIeKTPOHHUI nignuc
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'CEPTU®IKAT AHAJIZY

Mpoayxr
ANna v ekuin
23J04080
NlvneHs, 2023

‘ ﬂMI’leHb,HZ‘OQG

Cepin Ne:
Hara BupobHuursa:
TepmiH npuaatHocTi:

Tectn

30BHIWHIN BUrAAL,

laeHTndirauia (4

laeHTudiKaLia BEPX

laeHTUdiKauia Hatpin

30BHIWHIA BUIIAL, PO3UHUHY - NPO30PICTb
30BHIWHINA BUrNAL PO3YUHY - 3abapBAEHHA
KucnoTHicTs abo nyxHicTs (pH)

Bmict

CynyTHi pomilLKu:

- Uedorakenm / uedTprakcoH naktoH (gomiwka B)
- MTT/TTZ (nomiwka C 3a Ph.Eur.)

- 7-ACT {nomiuwiKa E 3a Ph.Eur.)

- MAEM (gomilka D 3a Ph.Eur.)

- E-izomep (gomiwiKka A 3a Ph.Eur.)
Byab-aKka HecneuundikosaHa JOMILWKa
Cyma fomilloK

Bopa

Teepai yactuHky >= 10 mikpoH

Teepai 4acTUHKK >= 25 MIKpOH
OAHOPIGHICTL AO30BaHUX OOUHULL
YnaKkosKa Ta MapKyBaHHs

LLinicHiCTb 3aKpUTTA KOHTEHHEPa (TepMEeTUYHICTb)

CrepunbHicTb
bakTtepianbHi eHAOTOKCUHY (JTIAST Tect

Marepian: F1001654
Poamip cepii: 20183 ynakoBoK
Cneundikauii OauHMUI BUMIPHOBaHHA

®NAKOH MICTUTb KPUCTANIYHUIA NOPOLLIOK
MAMKE BI/IOTO ABO YKOBTYBATOTO KOJTLOPY

MosuTUsHMUA

Mos3uTuBHUM

MNo3nUTUBHUIA

<=1 cycnexsia

>=5 Y abo BY

6,0-8,0 pH oauHnLb
95,0-105,0 % Big, 3aABNEHOI. KiNbK,
<=0,5 % (K uedTpUarcoH)
<=0,5 % (AK LuedTPUaKCOH)
<=1,0 % (aK LedTpUaKCoH)
<=1,0 %

<=0,5 %

<=0,2 %

<=1,0 %

<=11,0. % ..

<= 6000 YacTUHOK/pnakoH
<= 600 - YactuHok/dpnakoH
<= 15,0 % B
Bignosinae

KinbKicTb 0anHULDb 3

NPOHUKHEHHAM

6apBHUKa

Bianosigae

<= 0,08 EO/mr

LIE®TPUAKCOH-BICTA, 1r, BM/BB (10 dbakoHiB B ynaKoBL), MOPOLIOK AAA PO3UMHY

Pesynbiatu

Bignosigae

MoauTusHMin
No3nuTnsHKUM
No3nuTUsHKR
<1

7

6,8

101,5

<L0Q(< 0,012}
0,1

0,0

<L0Q(« 0,012)
0,0

0,0

0,2

9,2

19

1

1,6
Binnosinae

0

Bionosigae
<0,08

30BHilLHIl BUIAAZ Po3uKHY - 3a6apeaenHs: cneundikavia HE BITbLL IHTEHCUBHA PO34MHY Y5 ABO BYS
- Lledorarcum/LedTpiakcoH nakron (aom.B): uedoTtakcum nakroH/yedTpiakcoH AaktoH (acm.B Ph.Eur)

- MAEM (gom. D Ph.Eur.): oguHuuero € % (uedTpuaKkcoH)

- E-lsomer (fiom. A Ph.Eur.): oguHuuelo € % (ak uedpTpuakcoH)
- 0aHa HeBigoMa gomilka: oauHuuero € % (uedTpuakcoH)
Teepai yacTuHKM >= 10 mikpoH: "3abpyaHeHHs TBepAUMU YacTKamu (HEBUAKUMI HYaCTUHKN): YacTUHKKM >= 10 mikpoH"
TBepAi YaCTUHKK >= 25 MIKPOH: "3abpyAHEHHA TBEpAUMM HacTKaMM (HEBUAMMI YAaCTUHKK): YACTUHKKN >= 25 MikpoH"
BéKTepiaani eHAoToKcUHY (LAL TecT): BakTepianbhi eHpoTokeuhu (LAL Tect) (posumn 10 mr/mn)

Lia cepia 6yna Burotos/sieHa, ynakosaHa Ta NpoTecToBaHa BiANoBiAHO A0 NOTO4YHNX BUMOT GMP.

Jata apykry 12 sepecHsa, 2023 poky o 08:38 N1
HagpykosaHo farpuuieto e banricric

Lxynia bapoHuenni

LUpPeKTop 3 KOHTPONIO AKOCTI

11 BepecHs, 2023 poKky 0 2:54 am
3ATBEPAYKEHO

Le# 4OKYMEHT Mae eNeKTPOHHUI nianuc



ACEH DUOBFAR

Sede Lepale;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1} - ITALY
Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pc%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY .

wiww acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S, Atto S. Nicold a Tordino (TE)

Certificate of Conformance

Product Description:
CEFTRIAXONE-VISTA 1 g IM/IV {10 vial pack) Powder for solution for injection

Strenght/potency:
1 vial with ceftriaxone disodiumhemi-heptahydrate equivalent to ceftriaxone 1g

Dosage form:
sterile powder

Package size and type:
10 vial in cartoon box

ACS ‘[’)obfar Prbduct code/Batch: F1001654 /23404080

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/18215/01/01

Manufacturing Date: July, 2023

Expiry Dater July, 2026

Released Qty: 20.183 PCKF

Results of analyéis: See the attached certificate of analysis released on September 11th, 2023

Raw/intermediate material data:
Batch: 23402373 Code: F3000551

Name and address of manufacturing, packaging, quality controls and hatch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordine (TE)

Number of manufacturing license/certificate of GMP Compliance: AM-101/2022 - IT/129/H/2022

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packagingflabelling and quality control at the abovementioned site(s) in
full compliance with the GMP requirernents of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The documentation of manufacturing, packaging and
testing is complete, reviewed and approved, without any deviation (see Comments/remarks above).

Comments/Remarks:

During the course of manufacturing, packaging and testing of this batch there were:

X No major/critical deviations that may influence the release of the product

1 Major/eritical deviations which may influence the release of the product

[ Additional relevant information, if applicable, regarding quality of batch is attached

This document Is signed electronically



Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M) - ITALY
Sede Amministiativa:

Viale Colleoni, 25 - Palazzo Pc;%asu {ngresso 3

20864 Aprate Brianza (MB) - ITALY

wavw.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto 8. Nicold a Tordino (TE)

| Certificéte of Conformance

Further Notes:
NUCLEQ INDUSTRIALE S. ATTO (LOC, S. NICOLO' A TORDINO), 64100 TERAMO (TE), ltaly

Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Martina Parmanzone

Qualified Person
September 12th, 2023 time 12:31 pm

This document is signed electronically

2/2



ACS DORPAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1} - ITALY

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pemsso\l’m’ucsso 3

20864 Agrate Brianea (MB) - |

www.acsdobfar. it - ammninistrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

%g;ufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S, Nicols a Tordino

CERTIFICATE QF ANAL.YSIS

Product:
Batch number; 23J04080
Manufacturing date: July, 2023

Expiry date:

TESTS

Ajpearance

Identification IR
Identification HPLC
Identification Na
Appearance of Selution-Clarity
Appearance of Solution-Colour

Acidity or Atkatmity

Assay

Related Substances

~ Cefotaxime/Ceftriaxone Lactone (imp.B)
~MTT/TTZ (imp. C Ph.Eur.)

- 7-ACT (imp. E Ph.Bus.}

- MAEM (imp. D Ph.Eur)

« E-Isomer (imp. A Ph.Bur.)

- Single Unknown Impurity

- Total Imputities
Water

Particulate Matter >~
Particulate Matter »=

10 pm

25 pm
Uniformity of dosage units
Packaging and Labelling
Container closure Integrity
Sterility

Bacterial Endotoxins (LAL test)

Tuly, 2026

P CTIIC AT

Material:

Batch size:

UM

VIAL CONTAINING AN ALMOST WHITE OR YELLO

WISH CRYSTALLINE POWDER

Positive

Positive

Positive

< |

e g

6,0-80

95,0 - 105,0.
< (),5

<= 0,8

< {0

< |0

<= 0,5

<= 0,2

<= {0

< 11,0

<= 6000

<= 6060

<= 150

Complies

Number of units with dye intrusion

Complics

< 0,08

Suspension
Y or BY
pHUnit
%LabAM

Y%Clex
%Ctrx
%Ctrx.
Yo

%

%

%o

Y%
parl/vial
parttvial
Y

Uy

CEFTRIAXONE-VISTA 1 g IM/IV (10 vial pack) Pawder for solution for injection

F1001654
20.183 PCK

RESLLTS

Complies

Positive
Positive
Positive
<1

7

6,8

101,35
<LOQ(< 0,012)
0,1

0,0
<LOQ(< 0,012)
0,0

0,0

0,2

9,2

19

i

1,6
Complies
0
Caomplics
< (L,08

Appearance of Solution-Colour: the specification is NOT MORE INTENSE OF SOLUTION Y5 OR BY5

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date September 12th, 2023 time 8:38 am

Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Director

September | 1th, 2023 time 2:54 pm

APPROVED

This document is signed electronically

Pag. 1/2



LOBFAR
Sede Legale:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Scde Amministrativa;

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.acsdobfarit < aroministrazione@pec.acsdobfav.it

Tel. 02 90693.1- Fax 02 9064566

?:}e:é;l)f:\ﬂtlrcd by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

CERTIFICATE OF ANALYSIS

Product: CEFTRIAXONE-VISTA 1 g IM/IV (10 vial pack) Powder for selution for injection
Batch number: 23704080

Manufacturing date: July, 2023 Material;

Expiry date: July, 2026 Batch size:

TESTS SPECIFICATIONS LM RESULLS

- Cefotaxime/Ceftriaxone Lactone (imp.B): Cefotaxime Lactone/Ceftriaxone Lactone {imp.B Ph.Eur}

- MAEM {imp. D Ph.Eur.): the unit is % (as Ceftriaxone)
- E-lsomer (imp. A Ph.Eur.); the unit is % {(as Ceftriaxone)

- Single Unknown Impurity: the unit is % (as Ceftriaxone)

Particulate Matter >= 10micron: "Particulate Contamination (Sub-visible Particles): particles »= 10 micron"

Particulate Matter >= 25micron: "Particulate Contamination (Subwisible Particles): particles >= 25 micron”

Bacterial Endotoxins (L AL test): Bacterial Endotoxins (LAL test) {sofution 10 mg/mi)

This bateh has been manufactured, packed and tested under currvent cGMP conditions

Print Date September 12th, 2023 time 8:38 am
Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Dircetor

September 1 {th, 2023 time 2:54 pin
APPROVED

This document is signed electronically
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