Anpeca 02093, m. Kuis, Byn. Bopucninbcbka, 13

Ten./Qakc: (+38044)566-68-78 [puiimanbHa
n n p H u u q (+38044)207-73-41 Bipain KoHTponio AKOCTI
(+38044)207-73-04 YnoBHOBaxeHa ocoba 3 akocTi

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 ¢apmakoHarnagy

Ceptudikar akocri / Ceprudikar aHanisy N2 170000018368

1. HalimeHyBaHHA NpoAyKUii: JPOTABEPUH-OAPHULIA

(Ha3Ba, cuna Aii/akTMBHICTD, nikapcbka popma Ta 1 TabneTka MicTUTL ApOTaBepUHY rinpoxnopuay 40 mr;

PO3Mip YNakoBKM (iAEHTUYHO A0 TEKCTYy Ha Tabnetku 40 mr; no 10 TabneTok y KOHTYpPHIN YapyHKOBIit ynakosui, no 2
ynakoBLi roToBoi NpoAyKLii)) KOHTYPHi UapyHKOBI YNakoBKM B Naylli 3 MapKyBaHHsM YKPaiHCbKOKO MOBOIO
2. Homep cepii: EL10223

3. Po3mip cepii: 153,334 TYN

4. KpaiHa-BMpO6GHMK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHavyeHHA YKpaiHa

Ans cepii:

6. Homep peecTpayifiHOro NocBig4YeHHA: UA/7468/01/01
7. DaTa Bupo6HuuTBa: 02.2023

8. laTa 3aKiHYeHHA TepMiHy npuaaTHoCTi 02.2026

(micaup i pik, nicna AKoro J13 He 3aCTOCOBYETLCA):

9. Hasea, agpeca Ta Homepw nileHsii BCix BUPO6NEHO, BKIOYAKUN YNAKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MNpAT
AINbHULbL BUPOGHNLTBA | KOHTPONIO AKOCTI; «ODapmauesTnuHa pipma «[JapHuua» 3a agpecoto: M Kuis, syn. Bopucninbcbka,
Ceprtudikaru signosigHocti GMP Bcix 13:

AiNbHULUb: niueHsia AB Ne598086;

ceinouTBO Npo arectauito nabopatopin BKA Ne 128;
ceptudikat GMP Ne 060/2022/GMP

10. AHanis BUKOHAHWI 3rigHO: MKSA 113 go peecTpauitHoro NoceiAYeHHA NeUA/7468/01/01 sig 13.10.2017
Ne1256, 3i 3miHamu

Pe3ynbTaTu aHanisy:

N2 n.n. HalimeHyBaHHA NOKasHWKa BMMOrn HOpMaTUBHOI AOKYMeHTauii PesynbTaT aHanisy

1 Onuc Tabnetku CBITNO-XOBTOro abo TEMHO-KOBTOro KONbopy 3 Bignogigae
BKpPanNeHHAMM, NNOCKOUMNIHAPUYHOT Gopmu, 3 dackoto Ta puCKo

2 IlneHTudiKauia A Yy®-cnekTp NornuHaHHA BUNpo6oByBaHOro PO3UnHY, npurotosaHoro, Bignosigae

AK 3a3HaueHo B po3gini "KinbkicHe Bu3HaueHHs", B obnacri Big 210
HM 0 420 HM NOBMHEH MaTh MaKCUMYMW NOTNIVHAHHA NPy
AOBXKUHAX XBUNb (24112) HMm, (3022) HM Ta (353+2) HM
3 lpeHTndikauia B Ha xpomatorpami Bunpo6osysaHoro posuuHy (b), OTPUMaHOI B Bianosipae
po3pini "CynpoBiaHi AOMIWKK", Yac yTPUMYBaHHA OCHOBHOIO nika
[pOTaBepu1Hy NOBUHEH 36iraTCA 3 YacoM YTPUMaHHA nika
APOTaBepUHY Ha XPOMATOrpami PO3umMHy NOPIBHAHHA

4 OAHOPIAHICTL A030BaHUX OAVUHUUL  Bignosigae Bumoram oY, 2.9.40. Bignosipgae

S Po3napaHHA He 6inbwe 15 x8 7 xB

6 CynpoBifiHi AOMILWKK Byab-AKOi AOMILLKK - He Ginbwe 0,2 % Bignosipae

7 CynposigHi AoOMilKK Cyma AOMIlWOK - He Ginbwe 2,0 % 0,3 %

8 Po3unHeHHA Bignosinae Bumoram AOY, 2.9.3 npu Q=75 % 3a 45 x8 Bignosipae

9 Mikpob6ionoriuHa yncroTa BipnosiaHo go MKA 13 Bianosipae
10 KinbKicHe BU3HaueHHs apotasepuHy 38,0 - 42,0 mr/rab 38,7 mr/tabn.

rigpoxnopuay



11 Ynakoska BignosigHo go MKA /13 Bignosigae

12 MapkyBaHHA BianosigHo go MKA 113 Bignosigae

11. KomenTapi: be3 komeHTapis

12. YmoBu 36epiraHHsa: B opurinanbHin ynakosui npyn Temnepatypi He Buwe 25°C. 36epiratv B HeZOCTYNHOMY 18
aiten micui.

13. 3aaBa npo cepTudikayito: Lum nigTeepaxyto, Wo BCi BUPOBHWUYI cTagii Ana L€l cepii rotosoi npoaykuii 6ynu nposeaeHi
B NMOBHI BiANOBIAHOCTI 3 BUMOramun, BCTaHOBNEHUMW B YMHHOMY KepisHUUTBi no GMP,
3aTBepKeHoMy MiHicTepcTBOM OXOPOHM 340pOB’A YKpaiHK, i 3 BUMOramu peectpauinHoro
NOCbE KPaiHU NPU3HAYeHHA

Cepia possoneHa fo peanisauyii / BigBanTaxxeHHa 3 15.03.2023

3arBepaxyio
MNIb: Kopotkogea O.I.

Mocapa: YnoBHoBaxeHa ocoba

MianucaHo enekTpoHHum nignucom: 15.03.2023 15:42

B¥ v /O3S /(//’ 37~ 702673 %z



