¥ aapHUUR

Anpeca 02093, m. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [lpuiAmanbHa
(+38044)207-73-41 Bigain koHTponw AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 akocTi

(+38044)207-73-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocrti / Ceprudikar aHanisy N2 170000007421

1. HaiimeHyBaHHA npoAykLii:

TIAPA TPIO®

(Ha3Ba, cuna AiifakTUBHICTb, Nikapcbka dopma Ta 1 TabneTka MicTUTL: amnoguniHy Gecunaty B nepepaxyHKy Ha amnoguniy 10

pO3Mip YNaKoBKM (iAEHTUYHO A0 TEKCTY Ha

YNaKoBui rotosoi npoaykKuii))

2. Homep cepii:
3. Po3amip cepii:

4. KpaiHa-BMpo6HUK:

mr, rigpoxnopriasugy 12,5 mr sancaptay 160 mr;

TabneTku, BKpUTI Nniskosoto ob6onoHkow, no 10 mr/12,5 mr/160 mr;

no 14 TabneTok B KOHTYPHIill YapyHKOBIW ynakosdi;

No 2 KOHTYPHi YaPYHKOBI YMakoBKM B Nayi 3 MapKyBaHHAM YKPaiHCbKOK
MOBOI

LF50624
37,514 TYN

YkpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH NnpusHaYeHHA YkpaiHa

AnA cepii:

6. Homep peecrpauiiiHoro nocsigueHHs: UA/15069/01/01

7. flaTta BUpo6HUYTBA: 06.2024

8. laTa 3aKiHYeHHA TepMiHy NnpnaaTHOCTI 06.2027

(micaub i pik, nicns Akoro J13 He 3aCTOCOBYETLCA):

9. Hasea, agpeca Ta HOMep#W niyeHsin Bcix BUPOG/EHD, BKITIOYAOUM YNAaKOBKY/MapKyBaHHA Ta KOHTponb AkocTi Ha [pAT
AiNbHULbL BUPOGHULUTBA | KOHTPONIO AKOCTI; «QapmaueeTvyHa ipma «[apHuua» 3a  apgpecow: M Kuis, Byn.

CepTtudikatu signosigHocri GMP Bcix

AiNbHULb:

10. AHanis BMUKOHaHMA 3rigHo:

PesynbraTth aHanisy:

Bopucninbceka, 13; niuensia AB N2598086; ceigoutBo npo arectauito
nabopatopiin BKA N2 128; ceprudikar GMP Ne 072/2023/GMP

MKA N3 po peectpauinHoro nocsiguenHs Ne UA/15069/01/01 sig 26.01.2021
N2134, 3i 3miHamu

Ne n.n. HalmeHyBaHHA NOKa3HWKa BuMOru HopMaTUBHOT fOKYyMeHTauii PesynbTar aHanisy

1 Onuc TabneTku Kpyrnoi ¢opmu, BKpUTi NniekoBolo o6onoHkoto Ginoro Bignogipae
KONbopy, 3 ABOOMNYKNOK NOBEPXHEID

2 lpeHTudikayis A Ha xpomatorpamax Bunpo6oByBaHOro PO3UmHY i PO34MHY Bipnosinae
nopigHAHHA (C), opepxaHi B po3fini «KinbkicHe BU3HaYeHHA», YacK
yTpuMyBaHHA Nikie amnoguniHy/ rigpoxnopriasuay/ BancapTtaHy
BiANOBIAHO, MalOTh CNiBnagaTM (amnoagunniu, rlp,poxnop*nasml

- BancapraH)

3 lneHTuikauia B Konboposa peakuia (TUtaHy giokcup) Bignoeigae

4 lneHTudikauia C YnbTpadioneTosi cnekTpu BUNpo6oBYyBaHOrO PO3UMHY | PO3UMHY Bignoeinae
nopisHAHHA B obnacTi sig 230 Hm go 300 HM matoTb cniBnanaTty
(amnoguniu, rigpoxnopTiasup | BancapTaH)

5 OpHopigHicTb fozoBaHux oauHUUE  Bignosigae sumoram Y, 2.9.40. NpuitmanesHe uncno AV < 15,0  Bianosinae

6 Po3uuHeHHA BancaptaH Bignosigae sumoram @Y, 2.9.3. 3a 30 xe npu Q = 80 % Bianoeinae

<t ponHNE ny;
7 Po3qv@e’ﬂﬂn Amnogunm"o Bignosinae Bumoram A®Y, 2.9.3 3a 30 x8 npu Q=70 % Bignosipae
8 Powmueunn%)%ox%ggnaa Bignosigae sumoram AOY, 2.9.3 32 30 x8 npu Q = 80 % Bignoeipae

9 Cynposi i, e
r.nppmfﬁ,sf%ﬂmapw
10 Cyn;fqamm%

rl,qpoxm;pnasnny i Banc@raﬂy

fauo y B"\

4-amiHo-B-xnop-1,3-6eHzonaucynbpoHamigy — He Ginbwe 0,5 % 0,3%

Byab-AKol iHWOI AOMIlWKHK - He Ginbwe 0,2 % Bignosigae

Crop. 132



NpoposxenHn Ceprudikar akocri / Ceprudikar ananizy Ne 170000007421 ||| ||l|l|||"l|||"I||I||I"|II|I|IHI|| "I |||

1 CynposigHi AoMilwky amnoguniHy  Amnoguniy Aomiwku D - He 6inbwe 0,5 % 0,0 %

12 CynpoBigHi AOMILLKK amnoguniny Byab-AKol iHWOT Aomiwkm - He Ginbwe 0,2 % Bianosinae
13 CynpoBiaHi AOMILIKK Cyma gomilok - He Binbie 2,0 % 0,3%

14 Mikpo6ionoriyHa yucroTta KpuTepii NpMAHATHOCTI: 3aranbHe 4ncno aepobHMX Bignosigae *

mikpoopraHiamis - 1000 KYO/r. 3aranbHe 4ncno ApiKAXOBUX i
nnicesesux rpubie - 100 KYO/r. Bincytnicts Escherichia colis 11

15 KinbkicHe BuaHauyeHHAa AMnogunii  He meHwe 9,5 mr i He Ginbwe 10,5 mr B TabneTui 9,5 mr/tab

16 KinbKicHe BU3Ha4YeHHA He meHwe 11,87 mr i He 6inbwe 13,13 mr B Tabnetui 12,21 mr/rab
lppoxnoprTiasng

17 KinbkicHe BusHaueHHa Bancaptan  He meHwe 152 mr i He Ginblwe 168 mr 8 Tabnertyi 158 mr/Tab

18 Ynakoska BignosigHo go MKA N3 Bignosinae

19 MapkyBaHHA BignosigHo go MKA N3 Bignoeigae

11. KomeHTapi: *MepiognyHicTb KOHTpoNto B KoxHiKk 10 cepil

12. YmoBwu 36epiraHHa: B opwriHanbHiii ynakosui npu Temnepatypi He sule 25°C. 36epiratv B HegoCTynHOMY Ans

AiTen micyi.

13. 3anBa npo cepTudikauiio: Lum niaTeepaxyio, Wo BCi BUPoBHWUYI cTaaii AnA uiel cepii rotosoi npoaykuii 6ynu nposeaeHi
B MOBHIl BiANOBIQHOCTI 3 BAMOramMu, BCTRHOBNEHUMU B YMHHOMY KepisHuuTBi no GMP,
3aTBeppKeHoMy MiHICTepCTBOM OXOPOHW 310pOB’'A YKpaiHW, i 3 BUMOrammu peectpauiitHoro
[AOCbE KpaiHW NpH3HaYeHHHA

Cepin fo3BoneHa Ao peanisauii / BigeanTaxeHnHa 3 26.06.2024

3aTBepaxyo

MNIb: Kopotkosa O.I.

Mocapa: CTaplumi iHCNEeKTop - ynoBHOBaXeHa ocoba

MignucaHo enekTpoHHUM nignucom: 26.06.2024  17:31
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JoKyMeHT nignucaHo y cepsici ByacHo (NpojoBKeHHs)
00481212_20240626_Certificate_170000007421 .pdf

LokyMeHT BignpaeneHo: 17:35 26.06.2024

BnacHUK fOKYMeHTY

EnekTpoHHMIA nignuc

17:3526.06.2024

ePMNOY/INH: 00481212

Op. Hasea: MPUMBATHE AKLIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULA
CTapLUUiA iHCNeKTop-ynoBHOBaXXeHa ocoba: KopoTkoea OkcaHa NeopriieHa

Yac nepeeipku KETI/ELM: 17:35 26.06.2024

Cratyc nepeBipku cepTudikaty: Ceptudikar gie

CepiitHuit Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: kBanidikoBaHwui



