CeprudikaTr Ananizy Ta Bignosinnocri

Canodi C.P.JL (pauime Canodi C.n.A.)
Crpana Crarane 17, Km 22
67019 Cronmito (Aksina),

A

sanofi

[lepexnan

Bupobunua mineung: CKonmiTo

Trania

Tem: +390862 717021 /7151

Daxc: + 39 0862 714005 o )
SCO_292050
TPUTAIIE®, tabaerku o 10 mr (2x14), Ykpaina

Jlikapceka dopma Tabnerkn

Tun nakysagms: B [IBX-amominieBux iicrepax

GMID kon: 1 292050

Cepis Ne: 30001

Jlata BUrOTOBJICHHA : | 14 Bepecns 2022 poky

[lpunatuuii no: cepnelns 2025 poky

Croenndikaiis 1ocee: 07PHMOO000TAOCOO10

Hal¥iMmeHYBAHHA NOKAZHUKIB

XapaKTepUCcTHKA
30BHINHIH BHIISAA

THcHeHHs

Konip

InenTudikamnisa

PX

|

TecTn

OAHOPIAHICTE JO30BaHUK ONHHMIL
KinpkicTs tabmeTox

Po3zuuHenns

CepeliHe 3HaYeHHS pO3UUHEHHS yepes 30 xB.

(Q=75%)

MiHiMajibHe 3HaYeHHS Po3YMHEeHHs yepes 30

XBUIMH

KinbKiCTh OJIMHMI, 1110 HE 33J0BOJIBHIE
BUMOTY 6<Q+5% Bif 3asBrHeHOl KiLKOCTL
Oninka pozundenns (€pp. Papm.)
Cnopinneni goMimkun (PX)

Paminpuny nikerominepasus
IHauBinyaneHa BijiloMa JOMILLIKA-
InuBinyansHa HeBijjoMa JoMilIKa

Cyma goMilok

KiankicHe BH3HAYeHHS

Kinekicue pusnauenns (PX) (Mr/rabnetky)

Mikpo6ioaoriyda 9He¢ToTa

3arajibHa KUIBKICTE aepoOHUX.
‘mikpooprasismis (TAMC), KYO/r
3arajnsHa KilbKiCTh JPIa/HKOBHX Ta
micHsaBUX rpubis (TYMC) , KYO/r

Crenndixaniy

Tabnerku nponosryeatoi Gopmu 3
PO3NOALIBUOD JiHielo 3 060X OOKIB

Bepxuiit irramm: HMO / HMO:;
Hixuiit mramn: BigcyTHii
mramin: HMO/HMO; Huwxkniit
IITAMIT. BijICYTHI

Bix 6ioro o Maitike 611010

Rt '(3paska)=~Rt (cranpapry)
ITo3uTHBHA

‘Bianosingae na L1

10
>80 %

>80 %
0

<1,0%
<0,5%
<02 %
<1,0%
9,5-10,5
(95 - 105 %

BiJ( 3asBNEHOI KITBEKOgz R :

< 103

<107

Rt (3paska) =~ Rt (cTagmapty)
Tozutusna

Bignosinae qa L1

Pe3yabTarn
Tabnetxku npogosryearoi hopmu
3 PONOAUILYON Nikicro 3 060X
OOKIB
‘Bepxniit wrramm: HMO / HMO:;
HwxHt# wrramm; Bigcy THiH
wrramil HMO/HMO; Huxniit
LITaMIL: BIACY THIH
Big 6inoro no maiixe 6inoro

10
100 %
97 %
0

Binnosinae ¢ragii I

<0,1 %

0,2 %

He BuspinsgeThcsa
0,2%

10,1




Ceprudixkar Anamsy ta BianoBigHocTi Sa n O fi

Canodi C.PJI. (panime Canogi C.n.A.) Iepexnan
Crpana Cratane 17, Km 22

67019 Ckonrtito (Akgina), Bupobhyua gimehuis: CKOMIiTo
ITania

Tex: +390862717021 /7151
‘Dakc: + 39 0862 714005

SCO_292050
TPUTALE®, Tabaerxu no 10 mr (2x14), Ykpaina
Jlixapceka ¢hopma: TabmeTkn
Tun maxyBaHHs: B 1 IBX-anmoMiHieBuX OicTepax.
OMID kou: 292050
Cepis Ne: 3U001
Jara BUTOTOBACHH 14 BepecHs 2022 poky
[lpugatuuii 710: ceprueHs 2025 poky
Crneuudikanisa gocke: 07PHMO000TA00010
| Escherichia ¢oli BixcyTHi B Ir He 3acTocoByBanoch
| KonTpoae NaKyBalLHHAX MaTepiaiin
| KoHTpOJIb NaKyBanbHUX MaTepiais Bianosigae Bianorinae
| Airoua peuoBUHA - Paminpun no 10 mr
PosmMip cepif (ynakosok) L 56022
1+ Ne-mitensii Ha Bei BupoOHWal HiMbHAN T4 | aM-97/2022.

—

{ KOHTPOJIb AKOCTI

| MixpoGionoriunnii aHanis suHeceHmi sk nepiogmyuuii Tect. YacToTa mpoBemeHHs Ga3yeTbes Ha peecTpauniiinoMy
JOCKE Ta BHY TPIIIHBOIO MIPOLEAYPOKO BEPOOHIYO] AUIBHUIII.

[IponykT 3apeectpoBano B YxpaiHi. Peectpartiiine mocsinuenss Ne UA/9141/01/03

JlaHa cepis ‘BUIOTOBRJIEHA, BKITIOYAIOUH AKYBAaHHA T KOHTPOIb AKOCTI Y BIAMNOBIJHOCTI 3 AirouuMH. BuMoramu GMP
micieBoro Perynsropuoro Oprady Ta Bimnopimae BuMoram creundikaniii Peectpamifizoro ITocBiueHHs KpaiHU-
iMnoprepa.

BupoOuuumii mpouec cepil, makypaHHS Ta aHaMITAYH] [ani [poaHaNi30BAHO T4 BUSHAHO BiXMOBIIHAMM 10 HafgBHHUX
BHMOT.

1Y pasi BUSBIESHHA BIIXWICHS 3 AKOCTI y¢i BUNGIKY AOCIIIKYIOTECS Ta YCyBAIOTHCA.

| TloTenuiiinuit BIUIMB BiAXWIEHD I0O/0 AKOCTI, Ge3rekn abo edekTUBHOCTI BiAMOBIAHOL cepil BRAKAIOTECH HE3HAYIHMIL.

. Hepmnmm TeCTH BIAMOBIAAIOTL BUMOTaM crienudikamii Ta NPOBOAATECS 3TiAHO IUIAHY TECTYBAHB, TA MOXYTEH GYTH
| HaJaHi Ha 3aIIUT OPTaHiB OXOPOHH 31OPOB’S.

{ [AaHuM 3acBiAdy0, IO HABCAEHA BUINEC iH(opMallis € TOYHOO Ta JOCTOBIPHO0.

Pintenns Bigniay 3a6esnedenns Skocri
| PimeHHs: Bunyumeno
| Hara: 27.01.2023  18:46
Pienns Bigainy HokTtop Aneccanzapa Maypinio (YoBHOB&xkeHa 0co6a)
Jabesneuenns fAxocris |Dr. Alessandra Maurizio]

Hannit ceprrdikat aHanizy OyJo NiANHCaHO eNIeKTPOHHO BATIIOBAHOIO cHcTeMoro LIMS,




AEPKINKCIIVXBA YKPATHI
JAEPKABHA CJOIYXKEA 3 JIKAPCBKUX 3ACOBIB TA
HAPKOTHUKAMMY Y KHiBCBKIIi ORBJIA
npocnexT Banepis JlobaHoscEKOTO, 51 » M. Kufis,
E-mail: dls.ko@dls.gov.ua, Kon

KOHTPO.TIO 3A
CTI

03110, Ten/dakc: (044) 363-06-50
ENIPTIOY 37078774

BHUCHOBOK |
Npo SIKICTL BBE3€HOro B YKpainy sikapcskoro 3ac00y
17.03.2023 Ne 10502/23/10
_TPATAIE®

(HaltMenyBanyg IKapCHKOro

3aco0y 3rigHo 3 peec*rpauiﬁﬂum HDCBi,I[‘IEHHHM)”
Tabsierkn no 10 mr, No 28 (14x2): 110 14 tabirerok y OJticrepi, mo 2 OJicrepn B KapTOHHiii
KopoOuni 3
(dopma Burtycxky, HO3YBAHHS,

BUZA 1IaKYBaHHA JHKAPCHKOTO 3ac00y)

Homep peectpauiiinoro nocsi muenus UA/9141/01/03 CTPOK Al peecTpanifioro nocsimuers 01 .0 1.2099

Cepis nikaperkoro 3acoby Ne 3U001 Kutekicrs BBesenoro TiKapcexoro 3aco6y 8064
CAHO®T C.P.JL, Tranis

(HaliMenyBanuy BUPOOHUKA TiKapcLkoro 3acofy,

Bupobunxk

KpaiHa MoxXozxen )
BeeseHo B Ypaiiy

3 BiANOBinaALHiCTIO "CAHO®I-ABEHTIC
", inenr. xon: 35648623 |

| hizuunOT
MED OBKOROT KAPTKHM MyaTHmKA
pra)

Opotokoen sizyanbioro KoHTponso six 10.03.2023 N> 0693/ 16.

3a  pesynbraramm  nepsapmoro KOHTPOMIY BCTAHOBNIEHO, IO JKapchK Uit

AOTPHMAHHAM sumor 3aKOHOJARCTBA MO0 3a6e3meqens

3aC16 'BRe3seHO B Ykpaiuy 3
AKOCTI TKapChbKMX 3aC06ik.

_______”IpHHH-W”

(imitdams ra NnpisBamIe)

¥



