s, Ay

JEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJACTI

nipoB. Critmanol Hanil, 3, s.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €/IPTIOY 37078774

BHUCHOBOK
NPo AKICTH BBE3CHOro B YKpainy JikapcsKoro 3acody

08.09.2023 Na 43598/23/10

EMJIA

(naiimenyRaRHs stixapebkoro 3acofy arigno 3 peccTpauifismn noceigyeHnsAM)

kpem 1o 30 r y ry6i; mo 1 Tybi y kapronuiii xopofui

(hopma BrmyCKY, 03YRAKHE, BHA NAKYRARHHA TikapesKoro 3acoby)

Howmcp peectpauiiisoro noceigyenna UA/4596/01/01 erpox mii peecTpauiiiroro nocsiguenns 01.01,2099

Cepisn nikaperkoro zacoby No 100184 KimbKicTs sResesoro nikapeskoro sacofy 252
BrpofHux Pecidapm Kapickora AB, Hlsenis
(HaliMesysanua BHpoOHIKA nixapceroro 3acofy, KpalHa MOXC;THeHHES)
Breseno B Yipainy Crinbxe yKpaincLKo-€CTONCHKE NiANPIeMeTBo Y hopmi TOBApHCTBA
3 obmexenolo BiznopinanenictTio " OntiMa-®aps, JITHO", ixent. ko
21642228

{HailmeryBanua Ta ko 3a E/IPIIOY ropsiuunol ocobin ago NPisBHiLLE, ib'A, o Garekosi diznunof
ocofH - niaEpUeMiLE, i Micie NPOKHBAHES T4 peecTpaNiiiEmil HoMep obTikoRRT KapTKH MNATHAKS
nogaTkiB abo cepix Ta HOMED nacnopTa)

IIpoToroa eisyansnore wourponaro sin 07.09.2023 N 2742/3.

3a  peayarTaTAME  OEPKABHOTO KOHTPOMK BCTAHOBAEHD, IMO JIIKAPCHKIOT. 3aci6 BReseHO B YEipainy 3
BOTPHMAHHAM pimor 3aK0HOA2BCTSA W00 3a0eaneyeHys AKOCTL JixapchRHX 3acobis.
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Ceprudikar anamizy
Cepig No
100184
Koa mpogykra 100008659

Koa npoaykra
1. HaiimenyBaHHs npoaykiii
EMJIA xpem

2. /lep:kaBa-BHpOOHHUK
[IBemnis

3. JlepxkaBa-immopTtep
YkpaiHa

4. Homep peecTpaniiinoro nocsiguaeHuas
UA/4596/01/01

5. Cnga aii/akTHBHICTE
1 r kpemy MicTHTB: MiTOKATHY 25 M, IpHIOKATHY 25 MT

6. Jlikapcbka popma
KpeM

7. Po3Mip Ta TRO DaKyBaHHS
110 30 Ty Ty61 Ne |

8. Posmip cepii
11306 ymakoBok

9. /lara BUpOOHHIITBA
19.04.2023

10. laTa 3akiH4YeHHA CTPOKY NPHIATHOCTI
31.03.2026

11. HalimenyBaHH#, MiclIe3HAXO0/KEHHS TA HOMeEP JTieu3ii AL AN 3 BUPOOHUUTBA TA
KOHTPOJII0 SIKOCTI

Pecidapm Kapnckora Ab
bropxbopHcBeren 5,
Kaprnckora, 69133,
IBeris
5.9.1-2023-014181

12. HaliMenyBaHl#A, MICHE3HAXO/UKEHHA TA HOMeEP JIUeH3IT ILILHUL 38eping
CHPOBHMHH, NAKYBAJILHAX MATEPIANIB Ta FOTOBHX HPOAYKTIB :
Pecigapm Kapickora Ab
Enementnaren 10,

691 42 Kapickora,
[Igemnis
53.9.1-2023-014434




Recip‘;rm

Ceprudikar anamizy
Cepisa No
100184
Koz nponykra 100008659

13. Pe3yIbTaTH NPOBEAEHHA AHATIZY
IIponyxt 6yB npoTecToBaHUM 3TiTHO METOAIB Ta BigBiAae cnenudikamii [TAWUH.000-187-514.3.0

IHoxazguk Crnenundikanin PesyabTaTn
3oBHIMHIH BHIISX bumuii, M’ ki, OXHOPIAHUH KpeM. Bianosizac
AjromiHieBa TyOa 30 r.
MiniMaJbpHHH 00’ eM Binnosinae suMoram Papm. CIIIA Biamogimae
pH 8.7-9.7 9.5
B’s3kicTh [Tac, piBens 3pizy 36.1 s
5.0-8.0 53 1Ila.c
Cepenne 3HaueHHS MIHIMYM JBOX
P13HUX BHMIpPIOBAHE.
[Tac, piBens 3pizy 228 s™!
1.6-2.4 1.6 ITa.c
Cepeane 3HaueHHS MIHIMYM ABOX
P13HUX BUMIipIOBaHb.
XKoaue oxpeMe 3HaYeHHA HE Bianosigae
3HaxX0JIMUThCA 3a Mexxamu 4.7-8.3 Ila.c i
1.5-2.5 Ila.c, BiAmoBiaHO.
Koane oxkpeMe 3HaUEHHS HE MOXE Bignosizae
BLApi3HATUCA Ginblie Hix Ha +10% Bin
OOUMCIIEHOI0 Cepeuboro 3HAYCHHS.
Jlimoxain IlozutuBHa 1neHTHDiKALisS Bignoeiae
(lnenTudikanin)
Hpuioxain llozutuBHa 1nenTH}IKaIS Bianosinae
(lzeHTHdiIKAIIIN)
Jlinokain 23.8-26.2 mr/T 25.1 mr/r
Ipunokain 23.8-26.2 mr/T 25.2 mr/r
O
Hpoayxrn gerpagamii |
. . _ \%3
o-Tonyiaun He 6uibine, Hix 2! Jk;'-. NG <0.1% npunoxainy
- . % .'%b?ﬂ 8 Cﬂ“a* .
AZ11163567 He Ginbue, mix 0.89 \:c...;n o4 <0.1% mprioxainy
AZ13418980 He Ounpre, Hix 0.3% npunoxainy i <0.1% npusiokainy i
MJIOKAIHY TAOKATHY
Heinentrdikosana He o1npmre, Hix 0.2% mpunokainy <0.1% npumaokainy

O/IMHHYHA NOMIIIKA

HeinernTudixorani
JIOMIIIKH B CyMi

He Ounp1me, mix 0.5% npunokainy

<0.1% npunokainy

Cropinka: 2 3 3




Recipl'u;rm

Cepruikar anaizy

Cepisa Ne
100184
Kon npoaykra 100008659
Mikpo6iojoriuna Bixnosigae sumoram €ap. apm. Bianosigac

YHCTOTA

14. Komenrapi/3aypaxenns:
Hemae

15. 3assa npo ceprudikanio:
Hum s 3acBiguyro, 110 HaBeIcHa BHIIE 1H(pOpMaIlis € JOCTOBIPHOIO Ta TOYHOIW. Jana
cepld JIKapchKoro 3acofy, Oyna BHpoOlIeHa, BKIOYAIOUM aKyBaHHI/MapKyBaHHI Ta
KOHTPOJb SIKOCTI HA BHMINE3a3HAUeHId IIIBHUII y MOBHIM BiANOBLAHOCTI 3 BHMOraMH
GMP, BCTQHOBNECHAMH MICHEBMM DEryISTOPHHM OPraHOM, 4 TaKOXK BIIOBIJIHO O
crenndikaiii, mo MIiCTITBC y peecTpamiifHOMY [OCHE KpalHu-iMmnoprepa. Ilpotoxomm

BHPOOHMIITBA, ITAKYBAHHS TA aHAJI3IB OY/I0 NEpPerIsIHYTO Ta BCTAHOBICHO BIJIIOBIIHICTE
GMP.

16. IlpizBuie Ta ocaga ocodn, sxa NneperaanyJia cepradikar:

Mepcan Beckoria /CrierjanicT 3 SKocTi

s smsatmzans v sseinsses 00 g NLOTIIC] ity ruesssmmtmsunnn smmmmssssases sos sousmommrss

17. Jara panycky
12.06.2023

18. IlpizBume Ta mocana ocodm, sxa BUNAIA N03BLT Ha BHITYCK cepii:

Ihanue/12.06.2023

Ponpd IBapccon /CrneniamicT i3 3abe3neduenss SKOCTi

Heneropanuit

Mepcan Beckosiva, Kamimnowo Yaxinz, Amnapea bmabepr /YnosumoBaxxenumu
ocodamu

CropiHka: 3 3 3




