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AEPZKABHA CJIYIKBA 3 JIIKAPCI)KI/IX.BACQBIB: TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIIA OBJIACTI

npos. Caitmugnoi Hagii, 3, MKuis, 02099, Ten/daxc: (02:44) 363-06-50
E-mail: dls.ke@dls.gov.ua; Kog €IPIIOY 370?8774

BHCHOBOK
npo sIKicTh BBE3eHOTo B YKpaiHy JliKapCLI;{OFO 3acoly

22.01.2024 Ne 819/24/10

TPHJEHTAJ

(HajiMeHYBaHHA NIKAPCHKOTO 33c00y 3rimHo 3 peccTpartiiumm nocmmlennau)
T20JieTKH BKPHTI RaiBKoBo ofioacukoro mo 300 mr, no 10 Tab/IeToK y 6mcrepl, no 5
OaicTepiB y xapronsiii kopobni |

(fFopria BHTIYCKY, MO3YBANHNA, BHX HAKYBAHHR TIKAPCLKOTO 3ac00y)

Howmep peectpaniiiroro nocsixyerns UA/12884/01/01 crpox it peecmpauiﬁnorio noceizzenns 01,01,2099

Cepist nikapeskoro 3acofy Ne TAAWS Kinbkicts BBe3eHOro Jikapcbkoro sacoby 70
BupoGrmk Hogapric ®apma C.n.A, ITamia
(HaiiMEHYBAHHA BHPOGHIUKA JHKADCHKOTO 3ac06y, KpalHa NOXO/LKCHHS)
Baeseto B Vrpainy CrninpHe YKpaiHChKO-CTOHCLKE nmnpneMcmo Y dopwmi ToBapucTsa
3 0OMeReH00 BiZTHOBIIAILHICTIO "Oﬂ’rma-(})apm, JITH", inenr. xon;
21642228

(Haumex{yaaﬂﬂx Ta Koz 32 €APTIOY 1opHaryHol ocolun aGu TIpi3BHILE, M1, Mo GaTsxosi (hizngHoT
ocob - mipnpuenn, 1 mice TIPOMBAHHS T2 peecrpanmmm Homep o6AiKOBOT KAPTKM IIaTHHKA
noAaTKis a6 cepia Ta HoMep NaciopTa)

IIpotoxrou Bisyamsnoro konrpoaro six 19.01.2024 N 0056/31.

3a pesymbTaTaM¥ JEPXKABHOTO KOHTPOJIO BCTAHOBIEHO, INO JlKapcekuil: 3acil peeseno B Vipainy 3
JNOTPHMAHHAM BiMOr 32KOHOAABCTEA WI0A0 3a0e3IeydeH s SKOCT JKApCLRIY 3ac0iB.

:

i Biraniit BOHJTAPEHKO

{iniuiamt T2 npissie)
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g dopma: Bepcin:
é N O v A RT I S CepTutbikat cepii IN3: 725804.150413-300.1
: . CeptucpikaT cepit M3 CAN MNocunaHHa HoMep: IT100200217069
Bupoano:

HorapTic ®apma C.n.A.

syn. Mposinviane Ckito 131, 80058 m.Toppe AHHyHUMaTa (nposiHuii Heanons), lranis

CEPTUDIKAT Blﬂl’lOBlﬂHOCTI CEPII

TPMHEHTAH
| Peectpauiitie nociauenHsi Ne:©  Ne matepiany FN3: - KpaiHa iMmnoptep:
UA/12884/01/01 725804 YKkpaiHa
fifﬁlmcmn Ta KinbKiCHUI cknaa: I
| OkckapGazenid 300 mr
| Mikapceka popma: = = T T o ET =

Ta6neT|<n BKPUTI NNiBKOBOIO o6on0|-||<oro no 300 mr

TAAWS ; TAAWS 1861
- _PataBupoGhuutea:. __~  CrpoknpupaTHocTi HaynakoBulr
12-CI4-2023 : rPY-2025
| Bunyck cepii:: ) - Afjpeca: - PN
Hoeaprtic ®apma C.n.A. BYI. ['Ipoqulanc CkiTo 131, 80058 m.Toppe
AHHyHuUMnaTa (npoBiHuUii Heanonb), Itanin
- £ BupoBHuMua niuensia Ne: - AAMM - 139/2022 |
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‘ Qopma: Bepcin:
{ N O V A RT i S CepTudikat cepit TT3: 725804.150413-300.1
' - Ceptudikat cepii [N13 CAN MNocunaxHs HoMep: IT100200217069

Buaano:

Hosaprtic ®apma C.n.A.
By MNposikyviane Ckito 131, 80058 m. Toppe AHdyHUMaTa (NposiHyii Heanons), ITanis

 BupoBHULTED Hepo3dacoBaHoro npogykTy:  Aapeca:

Hoeapric ®apma C.n.A. Byn. Mpoeinyiane Cxito 131, 80058 m.Toppe

I Appeca: & |
' HoeapTtic ®apma C.n.A. - Byn. Npoeinyiane Ckito 131, 80058 m.Toppe
: AHHyHUwKaTa (nporiHuil Heanonk), ITanis

- BropuiHe naky BaHHs: Appeca: -

HoBapric ®apma C.n.A. Byn. MNpogixyviane Ckito 131, 80058 m.Toppe
AHHYHUKaTa (nposiHuii Heanonk), ITanin

& Mig yac BupobHULTBA Ta NakyBaHHA He BYRO BUABNEHO BiAXUNEHb, Lo MOornu
BIVMHY T Ha BUMYCK NPOOYKTY

y NOBHIA BianoBigHocTi 3 BuMoramum GMP micueBux perynsTopHMX OpraHiB, a TakoX BignoBigHO 0O
cneyuchikauin y peectpauifiHomy A0Cke KpaiHu-iMnopTepa, abo y focke crneuundikaliil Ha npenapat ans
AocnipkyBaHore nikapcbkoro aacoby. MNMpoTokony BUpoGHULTBA, NAaKyBaHHS Ta aHaniais 6yno nepernsHyTo
Ta BCTAHOBREHa iX BignoeigHicTe GMP.

25-BEP-2023

| Bunyck cepii 3aTBepaxeno; Im’s:

YnoeHoBaxeHa Ocofa Manzo Carolina

<enekmpostul nidnuc: 27.09.2023 09:13:24 +02°00">

Page 2of 4




‘ Topma: Bepcin:
( : N O V A RT } S CepTuikar cepil I113: 725804.150413-300.1
;I : CepTudpikat cepii TT3 CAM MocunadHa HoMep: 1T100200217088
BuaaHo:

Hoeaptic ®apma C.n.A.
gyn. lNposinyiane Ckito 131, 80058 M. Toppe AHHyHUMaTa {npoeiHUil Heanons), Itania

CEPTUDIKAT AHANI3Y

No cepii Ha Ne cepiiin bulk:  [lara Bupo6HuLTEA:

yoakosui: | 7 T S - npupatHocri:
TAAWS H/3 12-CI4-2023 . TPY-2025
...... E Jecr s ' . ; = | Bumorn A - . ” Pe3y:"bTaT"
Onuc
SO0BHIUHIA BUTNSZ METOAOM BI3YankHOrO  KoBTi, 0BaNLHOI (hOPMU, 3MIerka ABOOMYKNI, 3 pUckolo 3 060X Bignosiaae
ornany Baxis.
T;ACHBHHHI Bignosigae
3 opHoro Goky: Hanue “TE", pucka, nepesepHyTvid Hanue “TE”
3 inworo Boky: Hanue “CG, pucka, NepeBepHyTWiA Haf‘ll/l(?m“CG" o
Bnacmaocﬁ
CepeaHn maca 395-437mr 414 mr
lpenTudikauin |
taenTudpikauis 14 meTogom (20511)
. Oxckapbasenin Bianosigae cranaapty Bignosigae
laenTudbikauia merogom TLUX
{anbTepHaTuea 20511) _
o Ovowpbaent Bianosaccramaspry i He Tecrysanocs
* laeHTrdikauia GapBHUKIB MeTOLOM
KonsopoBOi peaxyi
. TutaH Mo3uTHBHG *He TectyBanoch
““““ . Sarikgy MoautueHC *He Tecrysanock
laerTrdikadia Metogom BEPX
d Ochapﬁasenilj_ N Bi,qnosi,u,as:__ﬂemggp_Ty B 3 7 B%Anqgigae o
AKTUBHICTL
PosunHenHa OxckapBasenivy Y@
MeTOA0M Yepe3 He MeHlwe Hix 70 % (Q-3HaveHHs) 8ig 3asBReHOro BMICTY, ~ Bianosigae
o 30 xBunuH BiANOBIAHO Ao Tabnuui kpuTepilB npuiHsTHoCTI dapm. CLUA
(Tinbkn pisHi 1 aBo 2}
¢+ 60 xBUNWH _ He meHuue Hix 80 % (Q-3HavenHs) Bif 3a98NeKOro BMICTY, . Biarosigae

© BiANesiAHO Ao Tabnuvui kpwTepiiB NpUAHATHOCTI ®apm. CLUA
{Tinbku pieni 1 abo 2)
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‘ dopma: Bepcin:
( N O V A RT i S CepTudikaT cepii [M13: 725804.150413-300.1
T Ceprudpikar cepii T3 CAMN NocunanHa Homep: IT100200217069

Buaano:

Hosapric ®apma C.n.A,
Byn. MNposikdiane Ckito 131, 80058 m.Toppe AHHyHUMaTa (npogiHUil Heanons), Itanis

CEPTU®IKAT AHANI3Y

TPUNENTAJL, TabneTku, BKpUTI NNiBKOBOK 060M10HKOHO 1o 300 Mr

Ne cepii Ha Ne matepiany in  Ne cepiiinbulk:  [ara enpo6uuursa:
ynakoBui: . g (A npuaaTHoCTi:
TAAWS H/3 Hi3 12-C14-2023 rPy-2025
P ~ Tecr _ ~ Bumorn Peaynerartu
O,D,HOpi,U,HiCTb A030BaHMX OAWHWLb METOLCM BiﬂﬂOBiﬂ,ae BUMOram GBp cbapM., CDapM CLA Ta BiﬂnOBi,’lae
BapiaLii Mac ) Gapwm Hn.
Oomiwkn
MpoayKkTH poanagy Ha OCHOBI 3asBREHOrO
BmicTy OxckapGaseniHy meTogom BEPX:
s (532883 He 6GinbLue Hix 0.3 % <0.1%
+  CGP 25202 He Ginblue Hix 0.2 % <0.1%
« CGP 18671 MeHLe Hix 0.2 % <0.06 %
* Wi npoaykTn poanagy MeHLwe Hix 0.1 % B KOXHOMY BUNAZKY <01%
¢ BaraneHa kinskicTb iHWMx npopykTis | He Binble Hik 0.3 % <01 %
_ posnagy
e 3aransHa KinbkicTb npoaykTie posnafy | He Ginbiwe wixk 1.0 % <01%
_‘[\_.‘fliigpotSionorqua YUCTOTA 7
BuanaveHHs  kinbkocTi  MikpoopraHiamie
(meTogq npaAMoro nociey Y™
¢« 3aransua KINbKICTh aepoBHux | He Binblwe Hix 10° KYO/r He TectyBanoch*™
MiKpODPI"il_HTSMiE! (TAIVIC) 7
e 3aranbHa KiNbKicTh ApixasoBumx  Ta | He 6Ginblue Hix 102 KYOYr He rectyBanoce*™
anicenesnx rpubie (TYMC)
¢ BuaHadeHui mixpoopraHiam | BigcytHis 11
Escherichia coli
KinbkicHui 8MicT
Kinekicknii BMicT MeTonom BEPX 95.0 — 105.0 % Bip, 329RNEHOTO BMICTY
o OKCKapﬁgaeniH

* - TecTn NPOBOAATCA ANst 5 NOCNIAOBHUX BAPCBHUYUX cepinx. SIKWG BUMOM ACTpUMaHi, YacToTa BUNpobyBaHb Moxe GyTw

IMEHLLISHA [O KOXHOT pecaTol cepil. Mpunaimni caHa cepin nignarae BUNpoByBaHHAM B KOXHOMY KaneHfapHomy poui, B AkoMy
BUMPOGNRETHCA NPOAYKT.
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