~
TNEPIIIKCIIVKBA
JAEPKABHA CJIYVKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KUIBCBKIH OBJACTI

npocriekt Banepis JloGanoseskoro, 51, M. Kuis, 03110, Ten/pakc:. (044) 363-06-50
E-mail:-dls.ko@dls.gov.ua,https: //www dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK |
PO AKICTH BBE3EHOro B YKpaiHy MiKapcLKoro 3acoby

15.11.2022 Ne 48147/22/10

VIBTPAKATH® JI-C ®OPTE

(Hdm{tﬂynamm NKAPCLKOTO 3ac06y 3TiAHO 3 peeCTPaliiiHUM ToCBI TUenns w.[)
PO34UMH AJs iH'eKUid, kapTpuaxki: Ne 100 (10x10): no 1,7 ma y kapTpumxi; no 10
KAPTPHAKIB Yy KAPTOHHIH 9apyHKOBii ynakoBui; 00 10 kapTOHHHX YapyHKOBHX YIIAKOBOK
_Y KapToHHIi KopoOui; IH(PJICHOBOD

((bopma Bumycky, A03yBaHHS, BHA HAKYBAHHA 1 KapCLKOFO 3aco0y)
Howmep peecrpauiiinoro nocsimuenns UA/3406/01/02 ¢rpok nii peectpauitinoro noceiguenns. 01.01.2099
‘Cepist nikapcbkoro 3acoby Ne 2F190A KinekicTy BBe3eHOTO Nikapcbkoro sacoby- 60 1

Bupobhuk _Canodi-Apentic oiunann M'm6X, Himeuunna

(HallmenyBanHa BupOBHKKaA TiKapehKoro 3aco0y, Kpaita NOXOIKCHH)

Baeseno B Yipaiuy ToBapucrso 3 o6mexenoo BinnoBiganbHicTio "CAHO®I-
ABEHTIC YKPAIHA", inenr. xoa: 35648623

(najimenyrangs ta kox 3a CAPIIOY ropuanunol ocobu abo nplalmme iM'st, 1O BaTBKOBI
(izuiHol 0cobu - minmpueMia,. 1t Micie TIPOIKUBAN S Ta peecTpaliifnuit HoMep o6nikonol
KapTKM M1aTHHWKA noaatkis alo cepis Ta HoMep macrnopra)

Iporokon BisyanLaore kKourpomo six 11.11.2022 Ne 2964/16.

3@ pesynbTaTaMi JEpKABHOTO KOHTPONK BCTAHOBIEHO, IO MIKdpCceKuM. 3acild BEeseHO B YKpainy %
AOTPHMAHHSAM Bumor SHKDHD,[[EIBCTEB. OA0 3a0e3neueHHs TKOCTI JlikapChKiX. 3acobiB.
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SANOFI
Ceprudirkat Cepii Bupoounka

HaiBa npenapary: Cuaa il AKTUBHICTD: Jlikapcska doopma
Yastpakain® J1-C dopre, pozunn aas id’ ek APTHKATHY riapoxaopua 40 Mr/ mn Po3uuy ans v’ exuiil
| Eniedpuny riapoxnopun. 0,012Mr/ mn | |
1 _Po3mip nakyeanns Posmip cepii Tun nakysaHng: ¥MOBU 30¢epiranis

NelOQ o 1,7 Mn y kapTpuaski 641 ynaxkoBok Nel00 (10x10): mo 1,7 Ma y kaptpumxi; mo | +2 no +25 °C

10 KapTpWKIB Y KapTOHHIN 4apyHKOBIiH

ynakoBui; 1o 10 KapTOHHUX YapyHKOBUX

YTIAKOBOK Y KAPTOHHIN KOpoOii,

LMID - GMID Cepis Ne: Jata IHpuaaTunii no:
| BHCOTORJICHHSA
I"0TOBMI NMPOAYKT 150879 — 150049 2F190A 14.04.2022 30.09.2024
Kpaina-imnoprep Peccrpauiitae nocsinuenna Ne
YKpaina UA/3406/01/02
| _HasBa ta agpeca BupoOHHKa Homep BupoOunyof ninensii Homep ceprudixary GMP
Canodi-Apentic Jonunang FmoX DE_HE_01_MIA_2021 0047 DE_HE_01_GMP_2021_0120
lupycTpinapk Xpoxcr-bproHiarmrpacee 50,
H500, H590, H600, H750, H785, H790
Dpankdypr-na-Maiini, [eccen, 65926, Himeuuuna

Ipumirka:
Llex H750 BHKOpHCTOBY€THCA Ak XONOAOBE CKAAACEKE IPUMILIEHHS, HE € BUPOOHHYON0 JiNbHULEHD.

Npososxéans LMID 150879, cepist 2F190A

3asBa npo ceprudikauiro: N

Aaunm 3acBladyt0, L0 HABEIEHA BHILE iHGOPMALIA € JIOCTOBIPHOIO TR, TOUHOK, JlaHa Cepis Oyia BUPOBIeHa, BKIIOUAIOUH
NakyBaHHA/MapKYBAHHA Ta KOHTPOJL SKOCTI H& BMIIE3A3HAYECHI AinbHUUI Yy TI0BHiM BianozinuocTi 3 BHMOrams GMP;
BCTAHOBJIGHUMM MICLEBUM PEryTHTOPHUM OPraHOM, a TAKOX BiANOBLAHO 0 - Creurdikaulid, 1o MiCTATLCS Y peecTpaninHoMy

AOChE KpatHn-iMroprepa. TIpoTokonu BUPOGHULTRA, aKyBaHHS Ta aHaJ31B. OyJIH TIePErIAHYTi TA BCTAHOBIIEHO BIAMOBIIHICTS:
GMP.

SaTBepLKeHIiE: Jara:21.07.2022

R GKEHA OCOHOA-
t .:.

PO8 100 21.07.2022 17:37:41

Toffiika 131
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SANOFI

Ceprudikar ananizy

XboxctT Al
JIMCTPHBEYLIIAHUA LIEHTP Apoxcr Mapion Pyccens
XAPBOP TTAPK - BYIBJISI E Hoiunang I'm6X. o
KAMIIOHA Y1 Apentic Qapma Jloturang [ydx
1225 BY JATIEILIT Canodi-ApeHTic Jlofunana I'mox
Yropiina [upycrpinapk XnoxcT

65926 ®pankdypr-Ha-Maiini

Tenedon: +49 (0) 180/ 2 2220610
3amosnenHs No: 154899

TTocTagka Ne: 85614324

Ynerpakaia HC GOPTE 40 mr
PO34YHH Ang IH exuifi no 1,7 Mas
kapTpumkax. (Nel0x10) MaTepian: 150879 Cepisi: 2F190A
GMID: 150049
Hata Bupobunurea: 14.04.2022 Hpuaaruuii go: 30.09.2024.

Moxaznuk
PesyabTaT Crnenudikanis

30BHILIHIN. BUFIIS L

PO34YHH
PO3UNH

Konip po3uitiry e G
e - Ty HE OUTBII IHTEHCHBHO 386 apBaeHni, Hik eTanoHMii
MeMLu 3abapBiieHui, Hivk Kopuynesnii B9

pos3unH B9 (€Bp. Gapm.)

[TposopicTs I‘ipompniu, ONATCCHEHUIA HE IHTEHCHBHILIE HIMK €TanoHHAa
Mpo3opui cycnensia | (Cep. Gapm.)

Inertupixauis eninepuny rixpoxiopiiy (PX)

BiANOBRINAE Rt cranmapry = Rt 3pasky

InenTudikauia dpTikainy riapoxnopuay (TIIX) Rfcranmapry = Rfspazky 27
BiANOBifAE P a
[neuTudixauin apruxainy rigpoxiopuay (PX)

Bigmorinac Rt crangapty Rt 3pasky it

Mexaniaui Aowiuin IpPaKTHUHO BibHKUIA BI; 'q'ac *i . "
BIAMOBIAAE p A % E ot o
0105 0% 2
Ao G

K-Tb wactok na emuicts, fki > 10 MM (HIAC) 000 <orereticen
21/ KoHTelHED < KOHTEHHED
K-Tb 48CTOK HA EMHICTH; AKi > 25 MKM (HIAC) 6007 onreiien
0 / koHTelHep = KOHTCHHED

- S Lew Cepruipikar ananiszy OyB BUMyeHnit ¢1eKkTpOHHO
S P08.100 VPH 26.07. 2022 05:39. Cropinka I3 3
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SANOFI

Ceprudikar ananisy

JUCTPUBYLIIMHWH LIEHTP
XAPBOP ITAPK — BYJIIBJISI E
KAMIIOHA V1

1225 BYJANELIT

Yropumua

3aMOBeHas Ne:.
MocTtarka No:

154899

85614324

XooxeT Al

XboxceT Mapion Pyccens
Horunanan MoX

ApenTic @apma Joitunana ['m0x
Canoi-ApenTic JJounang Mmox
[amycTpinapk XpoxcT

65926 ®Opankdypr-Ha-Matiui
Tenedou: +49 (0) 180 /2 222010

Ynvrpakain JIC @OPTE 40 mr
PO34YKH and id ekuiit mo 1,7 Mg

KapTpumkax (Nel(x10) Marepian: 150879 Cepin: 2F190A
Jata Bupobuunrsa: 14.04.2022 [IpuaaTauii ao: 30.09.2024

Hokaznux

PezyanTar Crneundikauis
pH 3,0-5,0

4,3 Ha ATy 3aKIHYEHHS CTPOKY NPUAATHOCTI
pH 3,5-4,5

4.3 Ha ATy BUITY CKy

.E}’;Hb-}]}{a- HeiﬂeHTHCbiE{UH&Ha_ ﬂDM]mKa (PX)
< (1%

Cyma Beix nponyxkris posnany (PX)
<0,1%

Cywma BCIX nponykrie posnaay (PX)
< §,1%

ApTukainora kucnota (PX)
<0,1%

ApTuainosa kucnora (PX)
<,1%

CTepUIIBHICTS
Bignosijgac:

BakrepianbHi eHIGTOKCHHN
BIAMIOBiA&E

T arpiro McTadicy Angir ( ﬁﬁﬁﬁm'ﬁpiﬂj
0,48 mr/ mn

Harpilo meraGicy nnipit (Honomerpis)
0,48 mr/ mn

<0,2%
<1,0 % __
Ha IATY 3aKiHYEHHS CTPOKY MPUAATHOCTI.

<0,2 %
Ha JaTy BHITYCKY

<10 %

4 Ha JaTy 3aKiHYEHHA CTPOKY [IPUAATHOCTI
=1 <0,2%

if Ha 1aTy BUITYCKY.

‘BiANOBifae €Bp. 'fiiia'pM'; 2 'fiira'pmp' CILA

< 0,7 EO/ mr
< 0,55 Mr/ ma
HA ATy 3aKIHYEHHA CTPOKY NpHAATHOCT]

0,40 — 0,55 M1/ M
. HaJIaTy BUIYCKY

et Ceprudpikar ananizy 6ys BUNyLIEHHH €TEKTPOHHO

S PO8-100 VPH 26.07.2022:09:39
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SANOF]

Ceprudikar anaiizy

XboxcT Al
JWICTPUBYLUAHKH LIEHTP XboxcT Mapion Pyccene
XAPBOP IAPK - BYJIIBJISI E Hdonunann 'm6X -
KAMITOHA V1 Aseuric Dapma Jodiunann Caiox
1225 BY JANEINT Canoi-AsenTic Jodumann I mMOx
Yropunza [HaycTpinapk XsoXcT

65926 ®panxkdypr-na-Maiini

Tenedou: +49 (0) 180 /2 222010
3amoreHHs. No: 154899
[TocTaBka Ne: 85614324

Yaerpakain J1IC ®OPTE 40 mr
POIYMH AN IH KUl o 1,7 mMiB
KapTpumkax (Nel0x10) Marepian: 150879 Cepisi; 2F190A
GMID: 150049
arta supoGuunrea: 14.04,2022 Mpuaarunii ao: 30.09.2024

INoxa3znuk
Pesyaprar Crenudikania

ApTukaity rinpoxsmopus (PX) 38.0 — 42.0 M1/ MIT

39,8 M1/ Mn
Emaedpuny rinpoxnopun (PX) 10,8 — 13,8 MKT/ ma

13,5 MKi/ Mn Ha JAaTy 3aKiHYEHHS CTPOKY NIPHAATHOCT.
Eninedpuny rinpoxnopui (PX) 12,6 — 13,8 mkr/

13,5 MKr/ Mn Ha JATY BHITYCKY

06’ eM,. 100 BHTHrAETHCA

1,7 mn > 1,7 M0
.OCMGH'HpHiGTE-_ ) - .
264 MOcMonB/ Kr 250 — 290 MOCcMOiiB/ KT
BLANMOBIIAE rumoram,

Hani wono crabinbHocri i TEPMIiH TIPUAATHOCT] 3aCTOCOBYKOTHCS TIMBKH y BIATEOBLAMUX yMOBaX 36epiradns,

Homep ninensii Ha BupobHuuTo: DE_HE_01 MIA_2021_0047

Hanum 3acsinuyio, 1o wameneHa Byiie inGopMalis € J0CTOBIPHOI Ta TOYHOIO. Jana cepis Oyna BupobfeHa, BRIIOUAIOUH
NaKyBaHHA/MAPKYBAHHA Ta KOHTPOMb AKOCTI Ha BHLIE3aZHAYEHIM MijbHMLI Y NOBHIH BIANOBIAHOCTI 3 BuMoramu GMP.
BCTAHOBIIEHUMH MICLIEBUM PEryAATOPHMM OPraHOM, a TAK0K BiAMoBinHO 1O CrielMiKaLiii, 1wo MICTATECA Y peecTpailiiomy

A0cke KpatHU-imMnoprepa. [TpoTokonn Bupo6HMUTBA, MAKYBAHHA TA AHANI3IB OYNH nepersaHyTi T4 BCTAHOBIEHO BiAMOBIAHICTD.
GMP

BHNYINEBH | MXAHCAHAIN B e/IeKTPOHHOMY BUTIA

‘Cabina banerazap [Sabine Balthasar]

21.07.2022.17:35

Binnosizanennit Menemxep mo npoaykTy Bignosiaio YoBHOBAKEHa ocoba
Hoxkrop Cabina Bangprazap [Dr. Sabine Balthasar]

LTeit Ceprudyikar anasiisy 6ys Bty mieHiii eneKTponHo

S P08 160 VPH26.07.2022 09:39




