Appeca 02093, m. Kwis, Byn. Bopucninbcbka, 13

Ten./®akc: (+38044)568-32-10 MNpuimansHa
n n p H u u g (+38044)207-73-41 Bipain KOHTPONIO AKOCTI

(+38044)207-73-04 YnosHOBaxeHa ocoba 3 AKOCTI

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

CepTudikar akocri / Ceptudikar ananisy N2 170000012844

1. HameHyBaHHA npogyKuii: TIAPA TPIO®

(Ha3Ba, cuna pii/akTnBHiCTb, Nnikapcbka dopma Ta 1 Tabnetka MicTUTb: amnoauniHy 6ecunaty B nepepaxyBaHHi Ha amnoaunid 10
PO3Mip ynakoBku (ifeHTUYHO A0 TEKCTY Ha Mr, rigpoxnoprtiasnay 12,5 mr;

ynakosLi rotosoi npoayKuii)) Bancaprany 160 mr;

Tabnetku, BKpUTi NNiBkoBOI0 060n0HKOW; No 10 Mr/12,5 mr/160 mr;
no 14 TabneTok y KOHTYpHIi YapyHKOBIi yNakosLi; No 1 KOHTYpPHiit YapyHKOBIi
nakosui B nauwi

2. Homep cepii: Y11022

3. Po3mip cepii: 74,882 TYN

4. KpaiHa-Bupo6Hnk: YKpaiHa

5. HamenyBaHHA KpaiHw / KpaiH NpU3HaYeHHA YKpaiHa

ANA cepii:

6. Homep peectpanyinHoro nocsigyeHHa: UA/15069/01/01
7. Nara BupobHuyTea: 10.2022

8. [lata 3aKkiHYeHHA TepmiHy npnAaaTHOCTI 10.2025

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

9. HasBa, appeca Ta HoOMepW nilyeH3in Bcix BUpo6NeHo, BKNIOYAIOUM YNAKOBKY/MApKyBaHHS Ta KOHTPONb AKocTi Ha MpAT
AiNbHULb BUPOOGHULTBA | KOHTPONIO AKOCTI; «®apmauesTuuyHa dipma «[lapHuusa» 3a agpecoo: m Kuie, Byn. Bopucninbcbka,
Ceprudikaru signosiguocti GMP Bcix 13,

AiNbHULD: niyensis AB Ne598086;

cBigoyTeo Npo atecrauyilo nabopartopin BKA Ne 128;
ceptudikat GMP N2 060/2022/GMP

10. AHanis BUKOHaHMW 3rigHO: MKA 13 k peectpauinHomy nocsigueHHio N¢ UA/15069/01/01 sig 26.01.2021
N2134, 3i 3miHamn

PesynbTtaTn aHanisy:

N2 n.n. HaimeHyBaHHA noKasHuKa Bumorn HopmaTmBHOI foKyMeHTayii Pesynbrat ananisy

1 Onuc Tabnetku Kpyrnow ¢opmbi, NOKPbITbIE NNEHOYHON 060NOUKON Bipnosinae
PO30BOro LBETa, C ABOAKOBbLINYKNON NOBEPXHOCTHIO

2 lnenTndikauia A Ha xpomarorpamax Bunpo60oByBaHOro poO34MHY i PO3UYUHY Bianosipae

NopiBHAHHA (C), oaepXaHnx y po3gini «KinbkicHe BU3HaYeHHA», YacK
YyTPUMYBaHHA NikiB amnoauniny/ rinpoxnopTtiasuay/ BancapTany
BiANOBIAHO, MalOTb cniBnaaaTu (amnoaunix, rigpoxnopriasug i

BancapTaH)
3 lnenTudikauia B KonbopoBa peakuia (TutaHy giokcua) Binnosinae
4 InenTudikayis C Y®-cnexkTpu BUNpo60BYBaHOrO PO3UMHY i PO3UMHY NOPIBHAHHSA B Binnosinae

obnacTi Big 230 Hm o 300 HM MaloTb cniBnapaTv (amnoauniu,
rinpoxnopria3ug i BancapraH)

5 OpHopiaHicTb ao30BaHMX oanHMUb  Amnoaunik Bignosinae sumoram AOY, 2.9.40. MNpuitmansHe uucno  Bianosipae
AV <150

6 OpHopigHicTb go3oBaHux oauHuub  ligpoxnopriasug Bignosiaae eumoram AOY, 2.9.40. NpuitmanbHe Bignoeipae
yucno AV < 15,0

7 OpHopigHicTb fo30BaHUX oauHULL BancaprtaH Bignosinae sumoram [1OY, 2.9.40. NpuimanbHe uncno AVBignosipae
<150

8 Po3unHeHHs Bancaprany. Bignosinae sumoram 10Y, 2.9.3. 33 30 x8 npn Q = 80 Bignosinae
%

9 Po3unHeHHA AmnoauniHy. Bignosigae sumoram OY, 2.9.3 3a 30 xe8 npn Q=70 % Bignosinae
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10 Po3ynHeHHA

1" CynposigHi AoMilKn
rigpoxnopriasnay i BancapraHy

12 CynposiaHi AoMilKu
rinpoxnopriasvay i BancaptaHy

13 CynposigHi gomiwkn amnoguniny

14 CynposigHi gomilwkn amnogunity

15 CynposigHi AoMilWwKK

16 Mikpo6ionoriyHa YncroTa

17 KinbkicHe BU3HauyeHHA

18 KinbkicHe BU3HayeHHA

19 KinbKicHe BU3HauYeHHA

20 Ynakoska

21 MapkyBaHHs

liapoxnoptuasnay. Bianosinae Bumoram A0Y, 2.9.3 3a 30 x8 npu Q Bignosigae

=80 %

4-amiHo-6-xnop-1,3-6eHzongucynbdoHamigy — He binbwe 0,5 %

Byab-AKol iHWOI AOMiWKK - He Binblwe 0,2 %
Amnoauvniny aomiwkm D - He Ginbwe 0,5 %
Byab-aKoi iHwWwoi Aomiwkm - He Ginbwe 0,2 %
Cyma pomiwok - He Ginbwe 2,0 %
BignosigHo ao MKA N3

Amnopauniny 9,5 - 10,5 mr/taé
Fapoxnopriasng 11,87 - 13,13 mr/tab
Bancapran 152 - 168 mr/ta6

BignosigHo no MKA 13

BipnogigHo po MKA 13

01%
Bianoginae
0,0 %
Bianosinae
02%
Bianosiaae
9,8 mr/Tabn.
12,50 mr/rabn.
162 mr/tabn.
Bignoeipae

Bianosipae

11. KomenTapi:

12. YmoBu 36epiranHa:

be3 komeHTapis

AiTen micui.
13. 3anBa npo ceprudikayilo: LM nigTeepaxylo, Wo BCi BUPOGHMYI CTaaii Ans Uiei cepii roTosoi npoaykuii 6yny nposepeHi
B NOBHIN BiANOBIAHOCTI 3 BUMOramu, BCTaHOBNEHUMW B YUHHOMY KepiBHUUTBI no GMP,
3aTBeppkeHoMy MiHicTepcTBOM OXOPOHM 300pOB'A YKpaiHu, | 3 BUMOramm peectpauinHoro
AOCbE KpaiHN NPU3HaYyeHHA

Cepis gossoneHa fo peanisauii / BigBaHTaXeHHs 3 14.11.2022

B opuriHanbHii ynakosui npu Temnepartypi He Buwe 25°C. 36epiratn B HeJOCTyNHOMY AnA

NI6: Kopotkosa O.I.

Mocapa: YnosHoBaxeHa ocoba

3aTBeppXxyio

Nignucano enekTpoHHum nignucom: 14.11.2022 09:50

Crop. 232



