JAEPKABHA CIYXBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJHO 3A HAPKOTHKAMU y m. KHEBI
npos. Hanii Caitnuunot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €PIIOY 37079055

BHUCHOBOK
npo AKiCTh BBE3eHOT0 B YKpalHy jlikapchioro 3acoby

28.09.2023 Ne49391/23/26

HEGTPHAKCOH-BICTA

(Haﬁme‘ﬂyBamm Rixapeskoro 3acoby 3riano 3 pecerpauifinnmg nocachmrw}
HOPOIIOK AJTR PO3RHHY Ais ' ¢kif no'l r, 10 dnaxonis 3 mopowkom B kapronuiil kopobui

{POpMa BURYCKY, BO3YBAHHS, BHI NAKYBAINAS HiKapoeKOro 3acoby)
Homep peecrpauiitnoro nocsinsenns UA/I8215/01/01 erpok aif peecrpauiitnoro nocsinsenns 08.07.2025
‘Cepisitikapesitoro 3acoby Ne 23J 03329 KinbicTs sBeseHoro sikapeskoro yacody 4421

BupoGuuk AUC IOBOAP CILA,, Tranis

{ Hafineny binng BAPOOHHKE NIKADCEKOTS 58000y, KPaiHa NOXONMEHN)

Beeaerio B Ykpainy. TOBAPUCTBO 3 OBMEKEHOIO BIﬂﬂQBIﬂAﬂI}HICT}(}
"BYCT OAPMA", inewr xom: 44107410

(ﬁaﬁmcrzyaamm Taxof 32 €APTIOY opunnunoi ccobn abo npnaﬁu&c M, no Datekonl Giznans?
ocofiy - nianpHeMis, 11 Micue nptm-:uaamm T8 peec:rpau;ﬁi;nﬁ HoMep oBaikoBoT KapTKH HNATHHKE
Aoparkis ado cepis Ta HOMED nacHopTa)

IMpotoikon Bisyaibitoro konTpoio sin 28.09.2023 2w 2985/8.

3@ pesVIRTATAMK AEPKAREOTO  KOHTPONK BCTANOBAGHO, U0 TiKapcekuit  3aci6 wuesens § Vipainy 3
:.,E(GTPHMKHHHM Bﬁmmaxqgionaac?sa HIGE0 38083 e e HIE AROETT :;;xapc,mc}sx 3acobid.

Mikosia XOJOJEHKO

{rmianue} {inians Ta npissuie)
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ACS TGERAR

SedeLegale: . P .

VIALE ADDETTA, 412~ 20067 TRIBIANO (M) « ITALY

Sede Amumninistratina

Viate Colleoni. 75 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MR} - ITALY

ww acsdobfarit - anmunistrazione % pec acsdabfar it
- Tel. 92 90693.1- Fax 02 9064566

Manstfactured by, ACS Dobfay S p.A. - Nucleo Indusmiale § Atto § Nicold a. Tordute {TE}

Ceprudikar signosigHocTi

HaiimeHysasHa npoaykiy: _
LEDTPUAKCOH-BICTA, 1r, BM/BB {10 ¢nakonis 8 ynakosL), NOpoLwoK ais PO3YHY 4as iH exlin

Konuenrpauyin;
1 dnakoH miCTUTE UedTRHaKCOHY AMHATIO remirenTa riapaTy eksiBanenTHO tedrpurarcory 1r

NMikapcska dopma:
CTEPUABHUI NOROLIOK

Po3mip Ta TUN NakoBaHH#:
10 dnakoHie y-KapToHHIM nayyi

Koa npoaykry ALC Aobdap /Cepin: F1001654 / 23)03329

Kpaina-imnoptep: YKPATHA

Homep peectpauiiitoro nocsigaénna: UA/18215/01/01

Aara BurotosneHus: bepeseds, 2023

TepmiH npugatHocTi: bepesens, 2026

Kinokicts Bunylenux ogunnus: 44271 yrigkosok

Peayabrati ananiay: [lUsnce gogaHuniv.ceprrdikar aHanisy, sudariii 18 nuriHa, 2023 p.

Hani'npo cupoeuHy/npomixunii matepian:
Cepin: 23j01048 Kog: F3000551

Hassa ra agpeca BUPO6HULTEA, NaKYBaHHS, KOHTPOTIO AKGCTI Ta MICLAl BUNYCKY' c’:e'piﬁ:
AlC AoBdap C.n.A., Hyxkneo InaycTpiane. C Atto Hikono'a Topaino (TE)

Homep niuensii Ha sBupobHuuTEo / CepTndikar eignosignacti GVIP: aM 101/2022 - 1T/129/1/2022.

3anasa npo ceprudikayiio:
Unm 3acsifuyto, wo HasegeHa suiile indopmaluis € ayTeHTUYHOIO Ta. focTosipHole: Lig napsi 'O'm/'mii'l' Byiia
BUPOBNEHE/BUTOTCBACHS, BKMOYAIOUNA NaKYBAHHA/MAPKRYBAHHA Ta KOHTPOMb AKOCTI Ha At T

¥ noBHiiA BignosingHocTi A0 Bumor GMP micuesoro perynatopHoro oprady ta Ao cn ] o |
AOCBE KpaiHu-imnopTepa. 3annen nNpo cepiiiy oBpobky, nakysaHna Ta aHani3 by e pef B KM,
Wo siAnosiaaots GMP 6e3 Byab-AKUX BiaxueHs (AMB. KomeHTapi/3aysameHHs Hul \

KomeHTapi / 3ayBameHHn:

¥ NPOUECi BUrDTOBJIHHS, NAaKYEAHHA Ta BUNPOGYBAHHS Li€l napTii sMABAeHO:
MOAHMY BIAXMANEHD, SKI MOMYTL 8NANHYTY Ha BUMYCK.NPOOYKTY

U BigxnacHH#, AKIMOKYTE BAAKHYTH Ha BMNYCK NPOAYKTY (AMB. 40AaTOK)

O acaatkosa signosigHa inGopmalis WoA0 AKOCTI NapTi A40AAETLCSH

Npumitkn: HYKJTEO IHAYCTPIASIE CATTO {10K. C. HIKOAO'A TOPAIHO), 64100 TEPAMO (TE), {TANIA .

Im's Ta nignuc ynoeHoBakeHoi ocobu, AKNit gae Npaso Ha BUIYCK £epii, Ta Agarta nignucaHHa;
;
CunHria HepoHi, ;

’27 ) g A 9 YNoBHOBaXKeHa 0c06§a ;
Z/ & 6?}////9;;/?’;/{//7 // 20 ivnus 2023 pokry 0.5:42 IV
T \ C

L&l ZLORYMEHT Mae EAeKTPOHHMIA HiATAC
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CEPTUDIKAT AHAJTI3Y

MpoayxT
BNA K EKUIR
23J03329
BepezeHs, 2023
bepazeHs, 2026

Cepia Ng;
Jara upobruluTea:
TepMiH npaaTHOCTI:

Tectn

3oaHiLLHIE BUrns

lacHTMdIKauin 14

lAeHTUdIRaLin BEPX

iaenTudikauia Hatpii

30BRIWHIA BUMNAZ PO3UKHY - NPB30PICTL
30BHIWHIA BUrNAL pOIUKMHY - 3a6apBACHHS
RUCNOTHICTL aBo nywHicTL (pH)

Bmicr

CynyTHi AoMitLKK;

- LedoTtakcum / sedTprarcod naktos (aomiwsa. B)
- MTT/TTZ (gomiwka C 3a Ph.Eur.)

- 7-ACT (gomiwxa F 3a.Ph.Eur.)

- MAEM {gomiwka D 3a Ph.Eur.)

- E-izomep {(pomiwka A 3a Ph.Eur.)
byab-AKa HecneundikoBaHa gomilliia
Cyma gomiloK

Bopa

Tsepai HacTuHKH >=-10 MIKpOH
TaepaivyacTuHky >= 25 MIKPOH
OAHOPISHICTE AO30BAHWUX OAMHIALG
YNaKoBKa Ta MAPKYBaHHA

LinicHicTb 3akpKUTTR KaHTERHEpa (FepRMETHYHICTEY

CrepunsHicTs
GaxrepiancHi 6HAGTGREWHW (IAN TecT

Matepian F1001654
Poamip cepii: 4421 ynakoBOK
‘Cnenugigauii OpuHML BUMipIOBaHHSA

GNAKOH MICTUTEL KPUCTANIMHMA NOPCQLLOK

MAVHE BINOTO ABO KOBTYBATOIO KONLOPY

TozntuaHuM

[1O3UTUBHUIA

[o3uTUBHIIA

<=1 cycrensin

»>=5 Y abo BY

6,0-8,0 PH oavHKrLL

95,0 -105,0 % Bif 3a9BASHOT. KINBK.
2=0,5 Y% (Aax LedTprakcon)
<=0,% Yo {ax uedTpmaKkcoH)
<="1,0 % (sK LedTprakcoH)
<='1,0 %

<=0,5 %

«=10,2 Y%

<=1,0 %

<=11,0 %

<= 6000 YacTirHok/dnakon
<=8600 HacTMHOK/DnaKkoH
<=.15,0 %

Bignosigae

KinsKicts oguHnus 3

NPOHHUKHEHHAM

bapaHHKKa

Bignogipnace

<={0,08 EO/mr

UEDTPUAKCOH-BICTA, 1r, BM/BB {10 ¢pnakonis 8 ynakoBLi), TOPOLIOK f/18 pO3UNHY

Pesynbtat

Binnosinac

No3uTUBHWK
Mo3UTUBHWIA
Mo3UTUBHUIA
i,

6

6,7

102,8

<LOG{< 0,612)
0,1

0,0

<LOQ(<0;012)

0,1

0,0
0,3

‘8,0

27
1

4,1

Bignosigac

0

Binnosigac
<0,08

30BHIWHIA Burang po3unHy - 3abapraeHus: cnidukdikayis HE BINbL IHTEHCHMBHA PO3YMHY Y5 ABO BYS

- Uedorakeum/Liedrpiakcon naktoH {imn.B): uedotakcum sakton/uedrpiakcon naktow {isn.B Ph.Fur)

- MAEM (imn. D Ph:Eur.): oguHuueo € % (uedrpuakcox)

- E-lsomer {imn. A Ph.Eur.): oguHniero € % (ak yedtprarcon)

- OaHa Hesigoma gomiwka: oguHKLero €% (LedTpuakcoH)

Teepai 4acTUHKU >= 10 mikpoH: "3aBpyAHeHHA TBEPAMMM YaCTKANI [HEBMAMMI YacTusKu): yacTurkn 5= 10 MikpoR"

TeepAl YacTriKky >= 25 MiKpoH: "3aBpyaHeHHs TEepAMMMN YacTRamMK (HEBUAMMI HECTMHKM): YACTHHKKN >= 25 MikpoH"

Aata apyky 18 nunna, 2023 poxy 0 2:41 iim
HagpykosaHo lNatpnuicto Je banricTic

18 nunua, 2023 pory
3ATBEPOMEHO '

Uel AORYMEHT Matg efiERTPOHHUY Nignue
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J\CS OOBFAR

VIM.E i'D[JETI'A 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20‘564 Agrate ann(MB} ITALY

wv.acsdoblar. ey dobfar.
Td 02 90693.1- l-'u 02 9064566
Manufactured by: ACS Dobfar 5.p.A. - Nucheo Industrisbe S. Atto S. Nicold s Toedino (TE)

CEPTUDIKAT AHANIZY
Mpoaykr LUEDTPUAKCOH-BICTA, 1r, BM/BB (10 ¢nakoHis B ynakosL,i), NOPOLIOK AN PO3YUHY
ana iH ekuin
Cepina Ne: 23J02569
JNata supobHuuTBa: BepeseHsb, 2023 Martepian : F1001654
TepmiH NnpnaaTHOCTI: bepeseHb, 2026 Po3mip cepii: 11820 ynakoBku
Tectn Cneuudikauii OauHUUI BUMIpIOBaHHA PesynbTati
30BHILWHIK BUrNAA ®NAKOH MICTUTb KPUCTANIYHMM NOPOLLIOK Bignosigae
MAE BINNOTO ABO }XOBTYBATOIO KO/IbOPY
laeHTudikauis 14 Mo3uTUBHUA Mo3nTreHMIA
lpeHTudikauis BEPX Mo3uTHUBHMIA Mo3UTUBHMIA
laeHTHdiKauia HaTtpii Mo3nTUBHKUIA Mo3snTUBHMIA
30BHILLHI BUrNAA po34YMHY - NPO30PICTb <=1 cycnexsia 2% 3
30BHIilWHIN BUrNAL PO34KMHY - 3abapBneHHA >=5 Y abo BY 6
KucnotHicte abo nysHicTe (pH) 6,0-8,0 pH oanHMub 6,6
Bmict 95,0 - 105,0 % Big 33ABNEHOI. KinbK.  102,0
CynyTHi SOMILIKK:
- LledoTakcum / uedpTpuakcoH NakToH (gomiwka B) <=0,5 % sk uedpTpUaKcoH) <L0Q(< 0,012)
- MTT/TTZ (gomiwka C 3a Ph.Eur.) <=0,5 % (AK uedTpraKkcoH) 0,1
- 7-ACT (aomiwka E 3a Ph.Eur.) <=1,0 % (K uedTprakcoH) 0,0
- MAEM (gomiwka D 3a Ph.Eur.) <=1,0 % <L0Q(< 0,012)
- E-izomep (nomilwka A 3a Ph.Eur.) <=0,5 % 0,0
Byab-aKka HecneuudikosaHa AOMILLKA <=0,2 % <L0Q(< 0,012)
Cyma aomilok <=1,0 % 0,2
Boga <=11,0 % 9,3
TBepAi HacTMHKK >= 10 MiKpoH <= 6000 YacTuHok/dnakoH 30
Teepai 4acTUHKKM >= 25 MiKpOH <= 600 YacTuHoK/dnakoH 4
OaHOPIgHICTE 4030BaHWMX O4MHULIDb <= 15,0 % 2,3
YnaKkoBKa Ta MapKyBaHHA Bignosigae Bignosigae
LlinicHICTb 3aKpUTTA KOHTElHEepa (repMeTUYHICTL) KinbKicTe ogMHULDb 3 0
NPOHUKHEHHAM
BapBHMKa
CrepunbHICTL Bignosigae Bignosipae
BaKTepianbHi eHaoTOKCKMHM (AN TecT <=0,08 EO/mr <0,08

3oBHIWHIA BUrNAg po3unHy - 3abapenenHa: cneumdikauia HE BI/1bLL IHTEHCUBHA PO34YMHY Y5 ABO BYS

- UedoTakcum/LledTpiakcoH naktoH (imn.B): uedotakcum naktoH/uedrpiakcoH naktoH (imn.B Ph.Eur)

- MAEM (imn. D Ph.Eur.): oauHuyero € % (yedTprarcoH)

- E-Isomer (imn. A Ph.Eur.): oguHuueto € % (ak uedTprakcoH)

- OgHa HeBigOMa AoMilLKa: oguHuULeto € % (uedTprakcoH)

Teepai yacTuHku >= 10 M.iupnu' "3abpyAHeHHA TBepAUMU YacTKamu (Heeugumi uamuuu]' YacTMHKK >= 10 mikpoH"

Lxynia Eaponqennf :

1A, 2023 poky o 2:26 M [wpeKkTop 3 KOHTPO /¥

ieto e banTicTic 30 TpasHA, 2023 poiw d\Z 17 l'lI'I
3ATBEP/IKEHO 2 s

AayggBpyxy 30
Ha,u,pykoaa é

Lleit AOKYMEHT Mae eNeKTPOHHUIA Niagnuc
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ACS DOBFAR

Sede Legale:

VIALE DETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa

Viale Colleom, 25 - Palazzo Pe‘?aso Ingresso 3

20864 Agrate Brianza (MB)

www acsdobfar it - aumumsmzmue(:pec acsdobfar it

Tel 02 90693.1- Fax 02 9064566

Mamufactured by: ACS Dobfar S p A - Nucleo Industnale 5. Atto S. Nicolo a Tordno (TE)

Ceptudikar BignosigHoOCTI

HalimeHyBaHHA NpoayKTy:
LEDTPUAKCOH-BICTA, 1r, BM/BB (10 dnakoHie 8 ynaKoBLj), NOPOLIOK 4NA PO34UHY ANA iH eKLi

KoHueHTpauin:
1 dnakoH MicTUTb LepTpUaKCOHY ANHATPIO remirenTarigpaTy ekeiBasieHTHO uebTpuaKkcoHy 1r

Nikapcbka popma:
CTePUAbHUIA NOPOLLIOK

Posmip Ta TMN NaKkoBaHHA:
10 ¢pnakoHiB y KAPTOHHIK Nayui

Kopg npoaykty AUC Oo6dap /Cepin: F1001654 / 23]02569

Kpaina-imnoptep: YKPAIHA

Homep peectpaujitHoro nocsiguenna: UA/18215/01/01

[ata BurotoBneHHA: bepezeHs, 2023

Tepmin npugatHocTi: bepeseHs, 2026

Kinbkictb Bunyuwenmnx oguHmub: 11820 ynakosok

Pesynbratv aHanisy: Oueuce gogaHunii ceptmndikat aHanisy, emganuii 30 TpaeHs, 2023 p.

Daxi npo cupoeuHy/npomixxHuii martepian:
Cepin: 0026E2 Kop: F3000551

Hasea Ta agpeca eupo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MiCLLA BUNYCKY cepii:
AUC Oobgap C.n.A., Hykneo IHaycTtpiane C Atto Hikono’a TopgiHo (TE)

Homep niyensii Ha Bupo6HuLTeo / Ceptudikar signosigHocti GMP: aM 101/2022 IT/129/H/2022

3anasa npo ceptudikayito:

Uum zaceigyyio, Wo HaeedeHa Buule iHpopMalig € ayTeHTUYHOW Ta AocToeipHow. Lla naptis npoaykuii 6yna
surotosneHa/ suMpobreHa, BKAKOYAOHYM NaKyBaHHA Ta 34IWCHEHHA KOHTPO/K AKOCTI Ha BMWesragaHomy Micui
(micusax) signoesigHo gmo sumor GMP micuesoro perynaTopHoro opraHy Ta cneuudikauid, 3aszHa4YeHux y
PeecTpauiiiHoMy noceig4eHHi nikapcbKoro 3acoby KpaiHu-imnopTepa. [lokyMeHTalis BUrOTOB/NEHHA, NakyBaHHA Ta
TecTyeaHHA 3aBeplieHo, NepesipeHO Ta 3aTeBepakeHo 6e3 Byab-AKWX BigxuieHb (AWe. KomeHTapi/3aysarkeHHA
suULE).

KomeHTapi / saysakeHHsa:

Y npoueci BUroTOBAEHHA, NakyBaHHA Ta BUNpobyBaHHA L€l NapTil BUABAEHO:
(] skoaHMX BigXMAEHD, AKI MOXYTb BRAMHYTW Ha BUMYCK NPOAYKTY

O sigxuneHHn, AKI MOMYTb BNAMHYTU Ha BUNYCK NPoAyKTY (AuBe. A0AaTOK)

TANIS

L‘f 7’71‘{73 1=

r:“f’?f{

BaMXeHol OCDGM, AKUIA A3A€ NpaBO Ha BMNYCK Cepll, Ta gaTta uglhucauuﬁ

) \

~

Cunria H .xwzh
Ynosuoaam&ea 0{:06“' Z
19 yepBHA 2023 poKy o 4:01 NN

Lleit noKyMeHT Mmae eneKTPOHHMIA Nnignuc
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AEPKABHA CJIYIKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

Byn. bepesnskisebka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Kon €IPITIOY 37079055

BUCHOBOK
npo siKicTh BBe3eHOro B YKpainy Jikapcbkoro zacody
26.06.2023

Ne 32314/23/26
HE®TPUAKCOH-BICTA

(HaliMenyBanns nikapchkoro 3acoby IriHo 3 peccTpauifHUM NOCBIAYCHHAM)

NOpPOIIOK ANA Po34yuHYy Aas in'exuiii no 1 r, 10 ¢pnakonis 3 nopomikom B kaprouuiii kopobui
(dhopma BHNYCKY, 103YBAHHA, BHA NAKYBAHNA NiKapcekoro 3acoly)

Cepin nikapcbkoro 3acoby Ne 23J02569

Homep peectpauiiinoro nocsiauenns UA/18215/01/01 crpok aii peectpauiiinoro nocsiauennn 08.07.2025
BupoOHuk

KinbkicTh BBE3€HOrO nikapeskoro 3acoby 11820
ALIC IOBDAP C.I1TA., Itanis

Beeseno B Ykpainy

(nalisenysains BUPOGIMKA AiKapehKOro 3aco0y. KpaHa NOXOKCHIA)

TOBAPHUCTBO 3 OBMEXEHOIO BILANOBIJIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(nafimenypanna ta koa 3a CAPIOY opuuanoi ocobu abo npissmue. im's. no Garkrosi (hisnsnoi

ocolu - nianpueMiLa. Ti Micite npoxkuBaNiA Ta pecerpattifinmii nomep obAIKOBOT KAPTKH IAATHHKD
noaatkis 4o cepis Ta HOMEp nacnopra)

MpoTtokon Bisyansunoro konrpomo sin 26.06.2023 Ne 1755/1.

3a pesynbTaTamu  JIEpKABHOrO

KOHTPOMIO BCTAHOBNEHO, WO Jikapceknii 3aci6 Bseeseno B  VYrkpainy
JOTPHMAHHSAM BHMOT 3aKOHOAABCTBA LONO 3abe3neueHHa AKocTi Jika

3
KHX 3acobis.
Hauansuux il Mukona XOJIOAEHKO
(nocanosa ocoﬁa’éﬁ;ﬁﬁgﬁﬁ?ﬁam,xoumonm) (nianuc)
(oW 2O,
o) Yo SN

(ininiaau Ta npizeuine)




JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMA y m. KHEBI

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

BUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKpaiHy JiKkapcbKoro 3acody

14.10.2024 Ne 53504/24/2611

HE®TPUAKCOH-BICTA

(HaliMeHyBaHHs NikapchbKoro 3acoby 3riHO 3 peccTpauifiHiM NOCBIAYEHHSM)
MOPOMIOK AJsI PO3YHHY s in'eKkuiif mo 1 r, 10 g1akoHis 3 10pomKom B KapTOHHii KopoOui

(popma BHIYCKY, A03YBaHHS, BUI NAKyBaHHs Jikapckkoro 3acofy)
Homep peectpauiiinoro noceimuenns UA/18215/01/01 crpox aif peectpauitnoro noceinuents 08.07.2025
Cepis nikapcekoro 3aco6y Ne 23J04080 Kinbkictb BBE3eHOr0 mikapebkoro 3acoby 2000

BupobHuk ALIC JOBDAP C.IL.A., Itanis

(naiiMenyBaHHs BUPOGHHKa Nikapcbkoro 3acoly, kpaiHa NOX0/LKEHHS)

BeeseHo B Y kpaiHy TOBAPUCTBO 3 OBMEKEHOIO BIIITIOBIJIAJIBHICTIO
"BYCT ®APMA", inenr. con: 44107410

(naiiMenysanns ta koa 3a €/IPIIOY 1opuanunol ocobn abo npizsuine, iM's, No Oarekosi (izuunoil
0co6u - nianpuemus, i Mictie NpoxuBaHHs Ta peccTpauiiinyii nomep oGaikoBoT KapTKh MaTHUKA
nonarkis afo cepis Ta HOMEpP NacnopTa)

MpoTokon Bisyansnoro kontposmo six 14.10.2024 Ne 3547/5.

3a pesy/ibTaTaMHM  JAEPHKABHOTO KOHTPOMIO  BCTAHOBJICHO, IO nikapcekuit  3aci6 Beezeno B YkpaiHy 3

JAOTPHMAHHSAM BUMOT 3aKOHOAABCTBA OO 3a6e3neyeH s akocti nikapeifX 3acobis.

> g

Mukona XOJIOJIEHKO

(nianuc) (iniuiany Ta npizsuiue)




JAEPKABHA CJIVIXBA 3 JTIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npog. Hanii Ceitauunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
s Npo SIKICTH BBE3eHOro B YKpaiHy JiKapcbKoro 3acody
08.08.2024 Ne 40647/24/26
HE®TPUAKCOH-BICTA

(naiiMeHyBanns JiKapchKoro 3aco0y 3riHO 3 peccTpalifiHuM MOCBIYCHHAM)
NOPOLIOK VIst po3uHny A in'ekuiit mo 1 r, 10 paaxonis 3 nopomxom B kKapToHHiii
KOpoO i :

(dhopma BHNTYCKY, I03YBAHHS, BHI NAKYBAHHA JiKapcekoro 3acoby)
Homep peecrpauiiinoro nocsizaenns UA/18215/01/01 crpox aii peectpauiiinoro nocsiguenns 08.07.2025
Cepis nikapcskoro 3acody Ne 23J04080 Kinekicts BBeseHoro sikapeskoro sacody S000

BupoGH#K AIIC TOBDAP C.I1.A, Itanis

(HalfiMeHyBaHHS BUpOOHHKa JliKapckkoro 3acoly, kpaiHa MoXOKeHH)

BeeseHo B Ykpainy Tosapucreo 3 odmexenolo Binosizaiabuicrio "BYCT ®APMA",
inenr. kon: 44107410

(naiimenyBanns Ta ko 3a €/IPTIOY opuauunoi ocobu abo mpizsuule, iM'4, no Garekoni
(izuunol ocobu - nianpuemL, T MicLe NPOXKUBAHNA Ta peccTpautiiinnii Homep obaikoBoi
KapTKH TIATHHKA NoJIaTkiB abo cepis Ta HoMep nacnopra)

TMporokoa Bizyaasuoro koutpoo sin 08.08.2024 N 2717/7.

3a pesyisTaTaMH JICPKABHOIO KOHTPONK BCTAHOBNEHO, 1O Jikapchkuit 3aci6 Beeseno B Vkpainy 3
JAOTPHMAHHSIM BHMOT 3aKOHO/IABCTBA WO/O 3a6e3ne4eH s AKOCTI NKgIChKUX OiB.

Havanbuuk Muxkosia XOJIOJIEHKO

(nocauosa ocobaef (mianwuc) (ininianm Ta npizsue)
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ACS DOBFAR

Sede Legale:

VIALE ATIDETTA, 4/12 - 20067 TRIBIANO (MT) - ITALY
Sede Ammmistrativa

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrite Brianza (MB) - ITALY

www acsdobfar 1t - ammmmstrazione{f@ipec.acsdobfar. it

Tel. 02 90693 .1- Fax 02 9064566

Mamifachwed by: ACS Dobfar S.p A - Nucleo Industriale 5 Afto 5. Nicold a Tordine (TE)
Ceptudikar signosigHocTi

HalimeHyBaHHA NpoayKTy:
LIEGTPUAKCOH-BICTA, 1r, BM/BB (10 ¢dnakoHis B ynaKkosL,i), NOPOLWOK AN PO3YMHY ANA iH eK Uil

KoHueHTpauin:
1 ¢nakoH MicTUTb LedTpUaKCOHY AUHATRIIO remMirenTarigparty eKeiBaneHTHO uedTpuakcoHy 1r

Nikapcbka ¢popma:
CTEPUNBHMIA NOPOLIOK

Po3mip Ta TMN NnakoBaHHA:
10 dnaKoHiB y KAPTOHHIK navyi

Kog npoaykty ALC Oo6dap /Cepina: F1001654 /2304080

KpaiHa-imnopTep: YKPATHA

Homep peectpauiitHoro nocsiguenns: UA/18215/01/01

[ata surotoeneHHa: /lunexs, 2023

TepmiH npuagatHocTi: f/lunens, 2026

KinbKictb BUNyweHux oguumnub: 20183 ynakosok

PesynbTatv aHanisy: [luesuce gogaHuii ceptudikat aHanisy, BugaHuia 11 sepecHs, 2023 p.

[aHi npo cupoeuHy/npomixHuii matepian:
Cepina: 23J02373 Kopg: F3000551

Hasea Ta agpeca BMpo6HULTBA, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MiCLLA BUNYCKY cepiii:
ALC fobdap C.n.A., Hykneo Ingyctpiane C Atto Hikono’a TopgiHo (TE)

Homep niuensii Ha Bupo6HuuTeo / Ceptudikar signosigHocti GMP: aM 101/2022 - IT/129/H/2022

3aaBa npo ceptudikauito:

Uum 3aceiguyo, Wo HasedeHa Bulle iHpopmauia € ayTEHTMYHOW Ta AoOcCToBipHOW. Lla nmaptia npoaykuii 6yna
surotosneHa/ supobieHa, BK/KYAOHYM MaKyBaHHA Ta 3A4JIMCHEHHSA KOHTPOJIIO AKOCTI Ha BMLLe3ragaHomy Mmicui
(micuax) eignosigHo go sBumor GMP micueBoro perynatopHoro opraHy Ta cneuudikauili, 3a3HadeHux y
PeecTpauiitHomMy noceig4eHHi NikapcbKoro 3acoby KpaiHu-imnopTtepa. [JoKymeHTaLia BUrOTOBJIEHHS, NMaKyBaHHA Ta
TecTyBaHHA 3aBepleHo, nepesipeHo Ta 3aTeepgkeHo 6e3 Byab-AKux BiaxuneHb (oMB. KOMeHTapi/3ayBaKeHHs

BULLE).

KomeHnTapi / sayBaxeHHs:

Y npoueci BUroToBNEHHA, NakyBaHHA Ta BUNpobysaHHA Liel napTii BUABAEHO:
X »oaHMX BigXMNeHb, AKI MOXYTb BIIMHYTH Ha BUMYCK MPOAYKTY

O siaxuneHHs, AKi MOXYTb BI/IMHYTM Ha BUMNYCK NPOAYKTY (AWB. A0AaTOK)

0 popaTkoBa signoeigHa iHdopmaLia WoAo0 AKOCTI NapTii AogaeTbea

Mpumitkn: HYKNEO IHAYCTPIAME C ATTO (IOK. C. HIKONO’ATOPAIHO), 64100 TEPAMO (TE), ITANIA
Im'a Ta nignuc ynosHoBaeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignNUcaHHA:

MaprtiHa lNapHaH30He,
YnosHoBaeHa ocoba
12 BepecHa 2023 poky o 12:31 MM

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Legale:

VIALE iDDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammanistrativa.

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - IFJ\I.Y

www acsdobfar.it - amministrazionci@pec. acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto 5. Nicold a Tordino (TE)

CEPTU®IKAT AHANIZY
MpoaykT LLE®GTPMAKCOH-BICTA, 1r, BM/BB (10 ¢pnakoHiB B ynakosLyi), NOpoLWOK AN PO3UMHY
Ans iH' ekuii
Cepia Ne: 23J04080
[ata supobHuuTea: Nuneus, 2023 MaTepian : F1001654
TepMiH NpMaaTHOCTI: Nuneus, 2026 Po3amip cepii: 20183 ynakoBOK
Tectn Cneundikauii OauMHULI BUMIPIOBAHHA Pesynbtatu
30BHIWHINA BMrNAag, ®/TAKOH MICTUTb KPUCTANIMHUIA MOPOLLOK Bianosipae
MAWMKE BI/TOrO ABO YOBTYBATOIO KOJIbOPY
laeHTndikauia 14 Mo3nuTUBHWIA Mo3nTBHUIA
laeHTndikauia BEPX Mo3nuTUBHWIA Mo3nTnBHUIA
laeHTndikauia HaTpin MNo3uTUBHMIA MNo3nTuBHUIA
30BHILLHIMA BATNAL PO34MHY - NPO30PICTb <=1 cycneHsin <1
30BHILWHIA BUTNAA, PO34YMHY - 3abapBaeHHA >=5 Y abo BY 7
KucnoTHicTb abo nyskHicTb (pH) 6,0-8,0 pH oanHWub 6,8

BmicT 95,0-105,0
CynyTHi OOMILLKW:
- LledoTakcum / uedTpuaKcoH NakToH (gomiwka B)  <=0,5

% Bip 3aABneHOl. Kinek.  101,5

% (aK uedTpHUaKcoH) <L0Q(< 0,012)

- MTT/TTZ (momiwka C 3a Ph.Eur.) <=0,5 % (aK uedTpUaKcoH) 0,1
- 7-ACT (gomiwka E 3a Ph.Eur.) <=1,0 % (aK uedTpUaKcoH) 0,0
- MAEM (pgomiwka D 3a Ph.Eur.) <=1,0 % <L0Q(< 0,012)
- E-isomep (aomiwka A 3a Ph.Eur.) <=0,5 % 0,0
Byab-ska HecneundikoBaHa JOMilIKa <=0,2 % 0,0
Cyma ooMiLLIOK <=1,0 % 0,2
Bopa <=11,0 % 9,2
TeepAi YacTWHKKU >= 10 MiKpoH <= 6000 YacTUHOK/dnakoH 19
TeepAi YacTUHKK >= 25 MIKpOH <= 600 YacTUHOK/dnakoH 1
OOHOpIAHICTE AO30BAHUX OAMHNLL <=15,0 % 1,6
YNaKoBKa Ta MapKyBaHHA Bignoeigae Bianosipae
LLinicHiCTb 3aKPUTTA KOHTEMHepPa (repMETHUYHICT) KinbKictb oanHuLp 3 0
NPOHUKHEHHAM
b6apeHUKa
CTepunbHicTb Bignoeigae Bianosinae
BakTepianbHi eHaoToKCcUHM (/AN TecT <=0,08 EOQ/mr <0,08

30BHILWHIN BUrNAA po3unHy - 3abapeneHHsA: cneynddikauia HE b1/1bLL IHTEHCUBHA PO34YUMHY Y5 ABO BY5

- UedoTtakcum/LiedTpiakcoH nakToH (gom.B): uedotakcum naktoH/uedTpiakcoH naktoH (gom.B Ph.Eur)

- MAEM (gom. D Ph.Eur.): oauHMuero € % (LuepTpuakcoH)

- E-Isomer (gom. A Ph.Eur.): oguHuueto € % (AK LepTpHUaKCOH)

- OgHa HeBigoMa AoMillKa: oguHMUelo € % (uedTpuaKcoH)

Teepai YacTMHKK >= 10 MiKpoH: "3abpygHeHHA TBepAUMM YacTKamM (HeBMAMMI YAaCTMHKM): YaCTUHKK >= 10 MiKpoH"
Teepaji YacTMHKK >= 25 MIKpOH: "3abpygHeHHA TBepAUMM YAcTKamK (HeBMAUMI YUaCTMHKM): YaCTUHKK >= 25 MiKpoH"
bakTepianbHi eHQOTOKCMHM (LAL TecT): bakTepianbHi eHA0TOKCUHM (LAL Tect) (po3umH 10 mr/mn)

Lia cepia 6yna BurotosneHa, ynakosaHa Ta npoTecToBaHa Bi4nosigHo A0 noTouyHux sumor GMP.
Axynia bapoHyenni

AMpeKTop 3 KOHTPOO AKOCTI

11 sepecHs, 2023 poky 0 2:54 am
3ATBEPOXKEHO

Jata gpyky 12 sepecHs, 2023 poky o 08:38 MMM
HapapykosaHo lMaTtpuuieto e banTicTic

Llei 4OKYMEHT Ma€ efleKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pe;aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www,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. Nicolé 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 Dobfar Product code/Batch: F1001654 /23J04080

Importing Country: UKRAINE

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

Manufacturing Date: July, 2023

Expiry Date: July, 2026

Released Qty: 20.183 PCK

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

Rawl/intermediate material data:
Batch: 23J02373 Code: F3000551

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino (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 packaging/labelling and quality control at the abovementioned site(s) in
full compliance with the GMP requirements 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:

£ 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

112
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pc%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.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)

Certificate of Conformance

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

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

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

This document is signed electronically
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ACS DOBFAR

Sede Legale:
VIALﬁDDETTA. 4/12 - 20067 TRIBIANO (MI) - ITALY

Scde Amministrativa:

Viale Colleoni, 25 - Palazzo I‘e%aso Ingresso 3
ITALY

20864 Aprate Brianza (MB) -

www.acsdobfar.it - amministrazione(@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

{Mrslliriufactultd by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S, Nicold a Tordino

Material:

Batch size:

M

VIAL CONTAINING AN ALMOST WHITE OR YELLO

Product:
Batch number: 23]04080
Manufacturing date: July, 2023
Expiry date: July, 2026
TESTS SPECIFICATIONS
Appearance
WISH CRYSTALLINE POWDER

Identification IR Positive
Identification HPLC Positive
Identification Na Positive

Appearance of Solution-Clarity <=]

Appearance of Solution-Colour >=5

Acidity or Alkalinity 6,0-80

Assay 95,0-105,0

Related Substances “

- Cefotaxime/Ceftriaxone Lactone (imp.B) <=0,5

- MTT/TTZ (imp. C Ph.Eur.) <=0,5

- 7-ACT (imp. E Ph.Eur.) <= 1,0

- MAEM (imp. D Ph.Eur.) <=|,0

- E-lsomer (imp. A Ph.Eur,) <=(,5

- Single Unknown Impurity <=(,2

- Total Impurities =0

Water <= 11,0

Particulate Matter >= 10 pym <= 6000

Particulate Matter >= 25 ym <= 600

Uniformity of dosage units <= 15,0

Packaging and Labelling Complies

Container closure Integrity Number of units with dye intrusion
Sterility Complics

Bacterial Endotoxins (LAL test) < 0,08

Suspension
Y orBY
pHUnit
%labAM

%Clrx
%Ctrx
%Citrx
%

%

%

%

%
partfvial
part/vial
%

[U/mg

CEFTRIAXONE-VISTA 1 g IM/1V (10 vial pack) Powder for solution for injection

F1001654
20.183 PCK

RESULTS

Complies

Positive
Positive
Positive
<l

7

6,8

101,5
<LOQ(< 0,012)
0,1

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

0,0

0,2

9,2

19

1

1,6
Complies
0
Complies
< 0,08

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 1 1th, 2023 time 2:54 pm

APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Lcialc:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Scede Amministrativa:

Viale Colleoni, 25 - Palazzo Pt]:_%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.acsdobfar.it - amministrazione{@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

?dl_%l;ufaclumd by: ACS Dobfar S,p.A. - Nucleo Industriale S. Atto S. Nicolé a Tordino

Product: CEFTRIAXONE-VISTA 1 g IM/IV (10 vial pack) Powder for solution for injection
Batch number: 23J04080

Manufacturing date: July, 2023 Material: F1001654
Expiry date: July, 2026 Batch size: 20.183 PCK

- 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 (Sub-visible Particles): particles >= 25 micron"

Bacterial Endotoxins (LAL test): Bacterial Endotoxins (LAL test) (solution 10 mg/ml)

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

Giulia Baronchelli

QC Director
Print Date September 12th, 2023 time 8:38 am September 11th, 2023 time 2:54 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €EIPIIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpaiHy JiikapcbKoro 3acody

24.02.2025 Ne 8831/25/26

LEE®TPUAKCOH-BICTA

(HaiimenyBanis nikapcbkoro 3acoBy 3riaHo 3 peecTpaulifHUM MOCBIAYEHHSM)
NOPOMIOK AJIA po3uuHy ast iH'ekuiii mo 1 r; 10 ¢purakonis 3 NOpomIKOM B KapTOHHII
KOopooOi

(hopma BumycKy, N03yBaHHs, BUI MaKyBaHHs Jlikapcekoro 3acoGy)
Homep peectpauiiinoro nocsinuerns UA/18215/01/01 crpox aii peectpauiiitoro nocsinuenus HEOOMeEKEHMI
Cepis nikapcskoro 3acoby Ne 23J04412 KinbkicTs BBe3eHoro snikapcskoro 3acody 2400

BupoGHuk ALIC TOBDAP C.I1.A, Itanis

(HaliMeHyBaHHs BHpoGHHKa fikapcekoro 3acoly, kpaiHa NOXOMWKEHHA)

Beeseno B Yipainy TosapucTeo 3 oomexenoro Bianosiaaanuictio "BYCT ®APMA",
inenT. kon: 44107410

(uaiimenyBanHs Ta koA 3a €/IPTIOY opuan4toi ocobu abo npissuuue, iM's, no 6aTbkoBi
(hisnunoi 0cobu - nianpHemLs, Ti MicLle MPOXHUBAHHA Ta peecTpauiiinuii Homep o6ikoBoi
KapTKH niatHuka noaarkis abo cepis Ta HoMep nacnopra)

IMpoTokon BisyansHoro koutpoaio ia 24.02.2025 Ne 536/01.10-25/14.

3a pesynbTaTaMM JEpPKABHOrO KOHTPOJNIO BCTAHOBJEHO, WO JikapchiW#i 3acib BeeseHo B VYikpaiHy 3
JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA L1010 3a6e3ne4eHHs AKOCTI nixapcbkmx 3acobis.
! A7

Muxkona XOJIOJAEHKO

(iniuianu Ta npizsuie)
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ACS DOBFAR

Sede Legale:

VIALE ATIDETTA, 4/12 - 20067 TRIBIANO (MT) - ITALY
Sede Ammmistrativa

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrite Brianza (MB) - ITALY

www acsdobfar 1t - ammmmstrazione{f@ipec.acsdobfar. it

Tel. 02 90693 .1- Fax 02 9064566

Mamifachwed by: ACS Dobfar S.p A - Nucleo Industriale 5 Afto 5. Nicold a Tordine (TE)
Ceptudikar signosigHocTi

HalimeHyBaHHA NpoayKTy:
LIEGTPUAKCOH-BICTA, 1r, BM/BB (10 ¢dnakoHis B ynaKkosL,i), NOPOLWOK AN PO3YMHY ANA iH eK Uil

KoHueHTpauin:
1 ¢nakoH MicTUTb LedTpUaKCOHY AUHATRIIO remMirenTarigparty eKeiBaneHTHO uedTpuakcoHy 1r

Nikapcbka ¢popma:
CTEPUNBHMIA NOPOLIOK

Po3mip Ta TMN NnakoBaHHA:
10 dnaKoHiB y KAPTOHHIK navyi

Kog npoaykty ALC Oo6dap /Cepina: F1001654 /23)04412

KpaiHa-imnopTep: YKPATHA

Homep peectpauiitHoro nocsiguenns: UA/18215/01/01

[ata surotoeneHHa: /lunexs, 2023

TepmiH npuagatHocTi: f/lunens, 2026

KinbKicTb BUNyWeHUX oguHnub: 7239 ynakoBoK

Pesynbratv aHanisy: [lueuce gogaHuii ceptudikat aHanisy, BugaHuii 02 xoeTHa, 2023 p.

[aHi npo cupoeuHy/npomixHuii matepian:
Cepina: 23J02375 Kopg: F3000551

Hasea Ta agpeca BMpo6HMLTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MiCLLA BUNYCKY cepiii:
ALC fobdap C.n.A., Hykneo Ingyctpiane C Atto Hikono’a TopgiHo (TE)

Homep niuensii Ha Bupo6HuuTeo / Ceptudikar signosigHocti GMP: aM 101/2022 - IT/129/H/2022

3aaBa npo ceptudikauito:

Uum 3aceiguyro, wo HasedeHa Bulle iHpopmauia € ayTEHTMYHOK Ta AocCToBipHOW. Lla nmaptia npoaykuii 6yna
surotosneHa/ supobieHa, BK/KYAOHYM MaKyBaHHA Ta 3A4JIMCHEHHSA KOHTPOJIIO AKOCTI Ha BMLLe3ragaHomy Mmicui
(micuax) eignosigHo go Bumor GMP MmicueBoro perynatopHoro opraHy Ta cneumdikaujiii, 3a3HayveHUx y
PeecTpauiitHoMy noceig4eHHi NikapcbKoro 3acoby KpaiHu-imnopTtepa. [JoKymeHTalia BUrOTOBJIEHHS, NMaKyBaHHA Ta
TecTyBaHHA 3aBepleHo, nepesipeHo Ta 3aTeepgkeHo 6e3 Byab-AKux BiaxuneHb (oMB. KOMeHTapi/3ayBaKeHHs

BULLE).

KomeHnTapi / sayBaxeHHs:

Y npoueci BUroToBNEHHA, NakyBaHHA Ta BunNpobysaHHA Liel napTii BUABAEHO:
X »oaHMX BigXMNeHb, AKI MOXYTb BIIMHYTH Ha BUMYCK MPOAYKTY

O siaxuneHHs, AKi MOXYTb BI/IMHYTM Ha BUMNYCK NPOAYKTY (AWB. A0AaTOK)

0 popaTkoBa signoeigHa iHdopmaLia WoAo0 AKOCTI NapTii AogaeTbea

Mpumitkn: HYKNEO IHAYCTPIAME C ATTO (IOK. C. HIKONO’ATOPAIHO), 64100 TEPAMO (TE), ITANIA
Im'a Ta nignuc ynosHoBaeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignNUcaHHA:

MaprtiHa lNapHaH30He,
YnosHoBaeHa ocoba
03 :xoBTHA 2023 poky 0 5:25 MM

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Legale:

VIALE iDDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammanistrativa.

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - IFJ\I.Y

www acsdobfar.it - amministrazionci@pec. acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto 5. Nicold a Tordino (TE)

CEPTU®IKAT AHANIZY
MpoaykT LLE®GTPMAKCOH-BICTA, 1r, BM/BB (10 ¢pnakoHiB B ynakosLyi), NOpoLWOK AN PO3UMHY
Ans iH' ekuii
Cepia Ne: 23)04412
[ata supobHuuTea: Nuneus, 2023 MaTepian : F1001654
TepMiH NpMaaTHOCTI: Nuneus, 2026 Po3amip cepii: 7239 ynakosok
Tectn Cneundikauii OauMHULI BUMIPIOBAHHA Pesynbtatu
30BHIWHINA BMrNAag, ®/TAKOH MICTUTb KPUCTANIMHUIA MOPOLLOK Bianosipae
MAWMKE BI/TOrO ABO YOBTYBATOIO KOJIbOPY
laeHTndikauia 14 Mo3nuTUBHWIA Mo3nTBHUIA
laeHTndikauia BEPX Mo3nuTUBHWIA Mo3nTnBHUIA
laeHTndikauia HaTpin MNo3uTUBHMIA MNo3nTuBHUIA
30BHILLHIMA BATNAL PO34MHY - NPO30PICTb <=1 cycneHsin <1
30BHILWHIA BUTNAA, PO34YMHY - 3abapBaeHHA >=5 Y abo BY 7
KucnoTHicTb abo nyskHicTb (pH) 6,0-8,0 pH oanHWub 6,7

BmicT 95,0-105,0
CynyTHi OOMILLKW:
- LledoTakcum / uedTpuaKcoH NakToH (gomiwka B)  <=0,5

% Bip 3aABneHOl. Kinek.  101,8

% (aK uedTpHUaKcoH) <L0Q(< 0,012)

- MTT/TTZ (momiwka C 3a Ph.Eur.) <=0,5 % (aK uedTpUaKcoH) 0,1
- 7-ACT (gomiwka E 3a Ph.Eur.) <=1,0 % (AK uedTpuaKcoH) <L0Q(< 0,012)
- MAEM (pgomiwka D 3a Ph.Eur.) <=1,0 % <L0Q(< 0,012)
- E-isomep (aomiwka A 3a Ph.Eur.) <=0,5 % 0,0
Byab-ska HecneundikoBaHa JOMilIKa <=0,2 % 0,1
Cyma ooMiLLIOK <=1,0 % 0,2
Bopa <=11,0 % 8,7
TeepAi YacTWHKKU >= 10 MiKpoH <= 6000 YacTUHOK/dnakoH 58
TeepAi YacTUHKK >= 25 MIKpOH <= 600 YacTUHOK/dnakoH 0
OOHOpIAHICTE AO30BAHUX OAMHNLL <=15,0 % 1,8
YNaKoBKa Ta MapKyBaHHA Bignoeigae Bianosipae
LLinicHiCTb 3aKPUTTA KOHTEMHepPa (repMETHUYHICT) KinbKictb oanHuLp 3 0
NPOHUKHEHHAM
b6apeHUKa
CTepunbHicTb Bignoeigae Bianosinae
BakTepianbHi eHaoToKCcUHM (/AN TecT <=0,08 EOQ/mr <0,08

30BHILWHIN BUrNAA po3unHy - 3abapeneHHsA: cneynddikauia HE b1/1bLL IHTEHCUBHA PO34YUMHY Y5 ABO BY5

- UedoTtakcum/LiedTpiakcoH nakToH (gom.B): uedotakcum naktoH/uedTpiakcoH naktoH (gom.B Ph.Eur)

- MAEM (gom. D Ph.Eur.): oauHuuelo € % (uedpTpHuakcoH)

- E-Isomer (gom. A Ph.Eur.): oguHuueto € % (AK LepTpHUaKCOH)

- OgHa HeBigoMa AoMillKa: oguHMUelo € % (uedTpuaKcoH)

Teepai YacTMHKK >= 10 MiKpoH: "3abpygHeHHA TBepAUMM YacTKamM (HeBMAMMI YAaCTMHKM): YaCTUHKK >= 10 MiKpoH"
Teepaji YacTMHKK >= 25 MiKpoH: "3abpygHeHHA TBepAUMM YacTKamM (HeBMAUMI YUaCTMHKM): YaCTMHKKU >= 25 MiKpoH"
bakTepianbHi eHQOTOKCMHM (LAL TecT): bakTepianbHi eHA0TOKCUHM (LAL Tect) (po3umH 10 mr/mn)

Lia cepia 6yna BurotosneHa, ynakosaHa Ta NnpoTecToBaHa Bi4nosigHo A0 noTouyHux sumor GMP.
Axynia bapoHyenni

AMpeKTop 3 KOHTPOO AKOCTI

02 »oBTHA, 2023 poKky 0 12:01 nm
3ATBEPOXKEHO

Jata gpyky 02 xo8eTHA, 2023 poKy 0 03:03 nm
HapapykosaHo lMaTtpuuieto e banTicTic

Llei 4OKYMEHT Ma€ efleKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Leoale:

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

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

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

Certificate of Conformance

Product Description:
CEFTRIAXONE-VISTA 1 g IM/AIV (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 Dobfar Product code/Batch: F1001654 /23J04412

Importing Country: UKRAINE

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

Manufacturing Date: July, 2023

Expiry Date: July, 2026

Released Qty: 7.239 PCK

Results of analysis: See the attached certificate of analysis released on October 02nd, 2023

Rawl/intermediate material data:
Batch: 23J02375 Code: F3000551

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino (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 packaging/labelling and quality control at the abovementioned site(s) in
full compliance with the GMP requirements 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

[0 Major/critical deviations which may influence the release of the product

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

This document is signed electronically
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ACS DOBFAR

Sede Legale:

VIALE iDDETTA, 4/12 - 20067 TRIBIANO (M) - ITALY
Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agiate Brianza (MB) - ITALY )
wwi.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

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

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

Martina Parnanzone
Qualified Person
October 03rd, 2023 time 5:25 pm

This document is signed electronically
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ACS5 DOBFAR
Scde Legalc:

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

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo I’e%aso Ingresso 3
ITALY

20864 Agrate Brianza (MB) -

www.acsdobfar.it - amministrazione{@pec.acsdobfar.it

Tel. 02 90693, 1- Fax 02 9064566

yr%l;ufactured by: ACS Dabfar S.p.A. - Nucleo Industriale S. Atto S, Nicolo a Tordino

Product:

Batch number:
Manufacturing date:
Expiry date;

TESTS

Appearance

Identification IR

Identification HPLC
Identification Na

Appearance of Solution-Clarity
Appearance of Solution-Colour
Acidity or Alkalinity

Assay

Related Substances

- Cefotaxime/Cefiriaxone Lactone (imp.B)

- MTT/TTZ (imp. C Ph.Eur.)
- 7-ACT (imp. E Ph.Eur.)

- MAEM (imp. D Ph.Eur.)

- E-Isomer (imp. A Ph.Eur.)
- Single Unknown Impurity
- Total Impurities

Water

Particulate Matter == 10 pm
Particulate Matter >= 25 pm
Uniformity of dosage units
Packaging and Labelling
Container closure Integrity
Sterility

Bacterial Endatoxins (LAL test)

_ |

SPECIFICATIONS

Material:

Batch size:

Lind

VIAL CONTAINING AN ALMOST WHITE OR YELLO

WISH CRYSTALLINE POWDER

Positive

Positive

Positive

<=|

>=5

6,0-8,0

95,0 - 105,0
<=0,5

=05

<= 1,0

<= 1,0

<=0,5

<=0,2

<= 10

<=11,0

<= 6000

<= 600

<= 15,0

Complies

Number of units with dye intrusion

Complies

< 0,08

Suspension
Y or BY
pHUnit
%LabAM

%Ctrx
%Cirx
%Ctrx
%

%

%

%

%
part/vial
part/vial
%

U/mg

CEFTRIAXONE-VISTA 1 g IM/IV (10 vial pack) Powder for solution for injection
23104412
July, 2023
July, 2026

F1001654
7.239 PCK

RBESULTS

Complies

Positive
Positive
Positive

=1

7

6,7

101,8
<LOQ(<0,012)
0,1
<LOQ(<0,012)
<LOQ(<0,012)
0,0

0,1

0,2

8,7

58

0

1,8

Complies

0

Complies
<0,08

Appearance of Solution-Colour: the specification is NOT MORE INTENSE OF SOLUTION Y5 OR BY5S

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

Print Date October 02nd, 2023 time 3:03 pm

Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Director

October 02nd, 2023 time 12:01 pm

APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - I%ALY )
www.acsdobfar.it - amministrazione@pec.acsdobfar.it
Tel. 02 90693.1- Fax 02 9064566

{MrEriufactm'cd by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

Product: CEFTRIAXONE-VISTA 1 g IM/LV (10 vial pack) Powder for solution for injection

Batch number: 23104412

Manufacturing date: July, 2023 Material: F1001654

Expiry date: July, 2026 Baltch size: 7.239 PCK

- 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 (Sub-visible Particles): particles >= 25 micron™

Bacterial Endotoxins (LAL test): Bacterial Endotoxins (LAL test} (solution 10 mg/mi)

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

Giulia Baronchelli

QC Director
Print Date October 02nd, 2023 time 3:03 pin October 02nd, 2023 time 12:01 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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