JIEPXUTIKCITY KBA - ;
AEPIKABHA CJIVIKBA 3 IKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKII OBJIACTI

npocnexkt Banepis Jlobarnoscskoro, 51, M. Kuis, 03110, Ten/baxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,htips://www.dls.gov.ua, Kog CIPTIOY 37078774

|

BHUCHOBOK 1

Tpo SAKIiCTh BBE3EHOT0 B YKPaiHy JiKapebKoro 2acoby

I

09.12.2022 . Ne 53065/22/10!
TPUTTIKO

(maitmenyBaHHs JTikapeskoro 3acofy arimHo 3 peecTpatitnum nocBinueHHAM) i
TalJIETKH [POJIOHTOBaNOT Al mo 150 mr; no 10 Tabirerox ¥y Oaicrepi; mo 2 Gaicrepu B |
KapTOHHii naunj '

(¢bopma BuITyCKY, 03yBAHIA, BRI NAKYBAHES NTIKAPCLKOFO 3acoby)

Howep peectpauiiinoro mocaimienss UA/9939/01/02 erpox aii peectpaniitnoro nocsizuenns 01.01.2099 [

Cepis nmixapcokoro zacofy Ne 3825 KinpkicTs BBeseHoro nikapeskoro zacoby 30
[

R - R y & . 5 * . 2 Y L I
. Asienne Kimike Piynite Amwenini ®panuecko A.KP.A.®.C.nA., :
Bupobuank :

: Itamis
(nafimenynanas BupoGHNKa Tikapeskoro 3aco6y, Kpaika HOX0/IKEHHS )

Beeseno B Vpainy Tobapucrso 3 66mMesxenow Binnosinanenictio "IIJIEO ®APMA"Y,

inent. kon: 36691994

(natimenypanns 1a kox 3a €JIPTIOV wopmsanol ocobH atio TIpi3BHILE, iM', no 6aTEKOB]
diswranof ocobn - nignpreMuy, ¥ Mice MpoxuRaNHT T peectpauiiinnii HoMep o6nikopoi
KapTKH IIATHUKA TIOAATKIE 260 cepit. Ta HoMep nacmopra)

Ipotokon pisyanbnoro xonrpomo sin 08.12.2022 Ne 3278/5.

3a pesymbTaTaMH JEpKEBHOTO KOHTPOMIO BCTAHOBNIGHO, IO mikapcekuit  3uci6  BmEsemo B ‘Vipaiuy 3
JOTPHMAHNHAM BHMOT 3aK0HOIABCTEA. NGO 3a0e3MeYeRHa AKoCT] NiKapChKHX 3acobis,

Ipuna TIATAMAP
i Ta mpigpine)




|
[ma Onanky xomnanii «AHDKEJITHI GAPMA» (ANGELINI PHARMA)]| éaé

[Itamm: «KOTILA BIZNIOBINAE OPHTTHAJTY
BUJIAHA BIIAIJIOM 3ABE3ITEYEHHSA AKOCTI»]
CEPTHUQIKAT SIKOCTI Ne 12220484 B :
Hponyxs: TPHTTIKO (TRITTICO®), Tabnerkcn npoxonrosandl xii ue 150 »ir, o 10 Tabieroky |
6uticrepi, no 2 6aicrepn ¥ KApPTOHHIH nayni t
_ (1 Tabmerra MictiTs: 150 Mr TPasoNOHY Tiapoxiopuay) i
ﬁafﬂa-supoﬁnnx: Iranis _ . v

Cepis Ne: 13825 Buytpimuiii kop: 129670
aTa BHpoGHHITRA; Korprens 2022 p. OGear unyuenoi cepii: 43 950 ynaxonok
Tepmin npugaTHocTi: Bepecens 2023 p.
Peccmpayitine nocgionenns Yipainu Ne: UA/9939/01/02 |
Haspa napamerpa CHERHDIKA IS PesyantaTi
3osniwmil Baraag (risyaneno) ABOOTyKni xoBracTi TaBaeTkA 3 qROME pHCKaMu Ha Binnorinae i
ofiox cTopoHax, vig Gitoro xo 3OBTYBaTo-6inoro |
KOIBOpy
LuenTudixanis Tpasomomny rinpoxsopuny | Yac YIPUMYBAHHA ~ OCHOBHOIO TiKa TpasomOHy Hosuruenwii
| (BEPX) (€sp. dapm. 2.2.29 BEPX) rinpoxnopHny Ha XpoMarorpaMi  BHnpofymasoro pesyneTar
PO3¥HHY Ma€  BiANOBiZAaTH uacy YTIPUMYBAHHA i
OCHOBHOT0 IKA Ha XPOMATOTpami CTAHAAPTHOTO
_ posunny. _ .
Posunnenun (€rp. Gapm. 293,2225 Hacrynua xinskicrs Tpazonony THAPOXJIOPUITY i
Y® merop) : NOBHHHA PO3UHHATHCS:
nicns 120 Munyr (2 TOAHH): 25-45% 344 %
nicns 240 Munyt (4 rozmn): 40-65% 50,8 % 5
nicid 480 mMumyT (8 roaum): 60-85% 79,0 % i
. ) . nicas 720 mauyr {12 romuun): > 75% 89.3%
Bwmict Boau (3a Metozom Kapny dimepa)
€sp. Gapu. 2.5.12) He Ginsmme 2,5% 2,0%
- Kinpkicne suanavenns - 95-105%
TpasozoHy riapoxnopuny (BEPX) (€sp. (142,5-157,5 ur) 96,8 %
®apwm. 2.2.29 BEPX) | |
Croponni oMiuky (€gp. Dapm. 2.2.29 :
BEPX): !
- AF 2066 ne Gimplue 0,2% <0,1%
-AF 1814 He binbe 0,3% <0,1% i
Koxua oauuauua Hesioma ae Gineme 0,3% <1% :
t Cyma Hesinomux roMimox _ He Ginbwe 0,7% . _ 0,0 % ;
Mikpefiosoriana unerora * (E€sp. dapm. !
3.1.4,2.6.12; 2.6.13) P
- 3arannua Kinbkicts aepobHNx He 6inpure 10° /r < 100 kyo/r
Mikpoopraniamis ' |
- 3‘ara.m,}ra ](i.I'ILKiC:I‘I: ILTICHABHX He Gimsme 102 /r < 100 ryo/r
APIKIXOBHX rpubin ‘
- Escherichia coli | | Bigcyrsis Lr - Bizeymni(1 1)
Onnopoayocts no3uporanmex EAWHHI] AV<1S Bianoginae !
(pacuetHo- BecoBoit meron) (Gapm. Esp. |
2.9.40) . :

NPOBONHTECA TINLKH B pasi BUAB/ICHHS KOMOHIEYTBOPIOKOMHX OMHHLD GakTepiit a6o mickssuy / APEKIOBHX rpubis. |
3anea npo ceprudikani: .
Llum # 3aceinyyro, mo manenena BH1E iHopMarin e AoCToBIpHOIO Ta TogHOI0. Lo cepito mpogyxnii Gymo BHpOGIeHO, !
BRIOUAIOTH IAKYBAHHA/MAPKYBAHHA Ta KOHTPO/D AKOCT], Ha 3a3Havenil AnbHAL ¥ noBHi# sinnosiauocTi BuMoram GMP g

>

‘Cepin cxBamena ta A0TIyniena go peasizanii. VYnosHoBaxeHa ocoGa

AnxoHa, 18 nucronaga 2022 p. Annapita 3axuini [ninnnc)
{Azietide Chimiche Riunite '
ANGELINI FRANCESCO S.p.A. ACRAF.
Via Vecchia del Pinocchio, 22-60100 ANCONA)

Asienne Kimie Piyirite Aticenisi Ppanvecko AKP.A®, Crgf
lAziende Chimiche Riunite Angelini Francesco ACRAF S.p
Jlinenzis Ha supoGuuyreo Jikapeekoro saco6y Ne aM —

IOpubuuua'-adpéCa:’ Adpeca nidnpuememea:

Biane Amenis, 70 Bia Bekkio nejn Ilinokxkio, 22 -
00181 — Pam (RM), Iranis _ 60160 Anxora (AH), Itania
[Viale Amelia, 70 _ [Via Veechia del Pinocchio, 22-
00181 — Rome (RM), Ttaly] 60100 Ancona (AN), Italy]

g 1700254
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