Ceptudikar akocri / Ceptudikar ananisy N2 1700000101

1. HalimeHyBaHHs npoayKuii:

(Ha3Ba, cuna fii/akTuBHICTb, Nikapcbka GpopMa Ta
po3Mip ynakoBKu (iA€HTUYHO O TEKCTY Ha
ynaKkoBLi roTosoi npoAykKLir))

2. Homep cepit:
3. Po3mip cepii:
4. KpaiHa-BUpPO6HUK:

5. HalimeHyBaHH#A KpaiHu / KpaiH npusHaueHHs
AnA cepii:
6. Homep peecTpauiiiHoro nocBigueHHs:

7. llata BUpO6GHULTBA:
8. AaTta sakiHUeHHA TepMiHy npuAaTHOCTI

(Mmicaub i pik, nicna skoro J13 He 3acTOCOBYETbCA):

9. HasBa, agpeca Ta Homepu niLeHsii1 Bcix
AiNbHULb BUPOGHULTBA | KOHTPONIO AKOCTI;
Ceptudikatu signosigHocti GMP Bcix
AiNbHULb:

10. AHani3 BUKOHaHWIA 3rigHo:

PesynbraTu aHanisy:

Appeca 02093, m. Kuis, Byn. bBopwucninbcbka,
Ten./®akc:
(+38044)207-73-41 BigAin KoHTponk AKOCTI
(+38044)207-73-04 YnoBHOBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

13
(+38044)568-32-10 MMpuiManbHa

AIA30NIH-AAPHALA

1 Tabnetka mictutb Mebrigponiny 100 mr;

Tabnetku no 100 mr; no 10 TabneTok B KOHTYpPHIll Yap
KOHTYPHI YapyHKOBI ynakoBUi B nayui

1DD10822
147,074 TYN
YKpaiHa

YKpaiHa
UA/0278/01/01, Horosip noctaBku Ne APT- 28

08.2022
08.2024

BUPOOGeHO, BKIIlOYaloUuM ynakoBKy/MapKyBaHHsA Ta KOH
«®apmaueBTuyHa dipma «[JapHuua» 3a agpecoto: M K
13;

niueH3sis AB Ne598086;

CBifoOUTBO Npo aTecTaLito nabopatopint BKA N2 128;
ceptudikat GMP Ne 035/2019/GMP

MKA N3 NeUA/0278/01/01, Jorosip noctaBku N2 APT-

IR

56

HKOBIl1 ynakosLi; no 1

Tponb AKocTi Ha MpAT
hiB, Byn. bopucninbcbka,

28 Bip 05.08.2020

Ne n.n.  HalimeHyBaHHA NoKa3HUKa Bumoru HopMmaTMBHOI AOKYyMeHTaLil Pesynbrar aHanisy

1 Onuc Tabnetku nnockouyuniHaprYHOT popmu 3 packoto Ta puckoto, binoro Bignosigae
abo 6inoro 3 X0BTYBaTUM BigTIHKOM KOo/bopy

2 laeHTUdiKauia A Y®-cneKTp BUNPo6oBYBaHOr0 PO34UHY, NPUroTOBaHOro, AK onucaHo, Bignosigae
y po3gini "KinbkicHe BusHaueHHs", B obnacTi Big 245 Hm go 320 Hm
MOBUHEH MaTW MaKCUMyM Npu AOBXUHI XBuni (28612) HM

3 InenTudikauia B Ha xpomaTorpamax Bunpo6oByBaHOro PO3UUHY Ta PO3UUHY Bipnosigae
nopiBHAHHSA (a), oTPUMaHUX y po3gini "CynpoBigHi gomilkn", yacu
YTPUMyBaHHSA NiKy Me6riaponiHy ocHoBY MaloTb criBnagaTtu

4 lneHTudikauia C KonbopoBa peakuis Binnosigae

5 OpaHopiaHicTb fo30BaHMX oAvHULbL  Bignosigae Bumoram AOY, 2.9.40. MpuitmansHe uncno AV < 15,0 % HBignosigae

6 PosnapaHHsn He 6inbwe 15 xB 1 x8

7 CynpoBigHi JomilKu Byab-akoi gomilku - He 6inbwe 0,2 % Hignosigae

8 CynpoBigHi AoMillKu Cyma BOMILIOK - He binbwe 2,0 % 0,1 %

9 PO3YMHEHHSA Binnosiaae Bumoram A0Y, 2.9.3 npu Q=75 % 3a 45 x8 Binnosigae

10 Mikpob6ionoriuHa Yncrora BignosigHo no MKA J13 Hinnosigae

11 KinbkicHe BU3HaueHHs Meb6rigponiHy 95 - 105 mr/Tab 100,0 mr/Tabn.

Crop. 132




MpoposkeHHsa CepTudikar axocti | CeprudikaT aHanisy Ne 170000010166 m IlllmI"I”l”"lIll“"”""”lm“I‘I

12 YnakoBKa BignosiaHo o MKA J13 Bipphosigae

13 MapKyBaHHA BignosigHo fo MKA 13 Binhosginae

11. KomeHTapi: Be3 KomeHTapis

12. YmoBwu 36epiraHHA: B opuriHanbHilt ynakosui npu Temnepatypi He suwe 25°C. 36epirati B HgRoCTynHOMY ANA
JiTen micui.

13. 3aaBa npo cepTudikauito: Llvm nigTeepaxy!o, Wo BCi BUPOGHWYI cTagii AnA Uiel cepii roToBoi NpoayH il 6ynu nposefeHi
B MOBHIN BifNOBIAHOCTI 3 BUMOrami, BCTaHOB/IEHMU B YUHHOMY KepigHuliTei no GMP,
3aTBEpAKEHOMY MiHICTePCTBOM OXOPOHU 3A0pOB'A YKpaiHu, i 3 BUMOramy| peectpauiitHoro
[OCbE KpaiHy NpU3HaYeHHs

Cepin nossoneHa fo peanisaujii / BigsaHTaxeHHsn 3 06.09.2022

3aTBepaXyto
MNib: Kopotkosa O.I.

Mocana: YnoeHoBaXeHa ocoba

MignucaHo enekTpoHHuUM nignucom: 06.09.2022  16:32
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Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000005655

12 ¥naxoska BipnosigHo ao MKA N3 Bianosinae

13 MapKysaHHA Bignosigno o MKA N3 Bignosinae

11. Komenrapi: *MNepioanuHicT KOHTpPONIO B KOXHIW 10 cepii

12. YmoBn 36epirannn: B opuriHanbHiid ynakosui npu Temnepatypi He suule 25°C. 36epirat¥ B HelOCTYNHOMY ANA
AiTeir micui.

13. 3anBa npo ceptmdikaniio: Lium nigreepaxyio, wo sci BupobHuyi cragii ana Uiel cepil roToBoi npogykuii 6ynu nposegeHi
B MOBHilA BigNOBIAHOCTI 3 BUMOramMv, BCTAaHOBNIEHWMW B YMHHOMY KepiBHULTBI no GMP,
3aTBepaxeHoMy MiHictTepcTBom oxopoHnu 310poB’a YKpaiiu, i 3 BUMoramu peecrpayiHoro
AOCbE KpaiHW NPU3HaYeHHA

Cepin nossonexa fo peanisauyii / sBigsantaxennn 3 18.05.2022

3arBepKylo
MNib: Kopotkosa O.I.

Mocana: YnosHoBaxeHa ocoba

MignucaHo enexTpoHHUm nignucom: 18.05.2022
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Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13

Ten./®akc: (+38044)568-32-10 [MpuiimanbHa

d n n p H u u q (+38044)207-73-41 Bigain KoOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
{(+38044)207-73-27 YnoeHoBaweHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceprudikar ananisy N2 170000005655

1. HaiAmeHyBaHHA npoayxii:

(va3Ba, cuna piilakTMBHICTL, Nikapcbka Gopma Ta
po3Mmip ynakoBku (iAeHTUYHO [0 TEKCTY Ha
ynakosLUi rotoBoi NpoaykKuii))

2. Homep cepii:
3. Pozmip cepii:
4. Kpaina-BupoOGHnK:

5. HalimeHyBaHHA Kpaium / KpaiH npM3HauYeHHA
AnA cepii:

6. Homep peecrpaniiHOro nocsigueHHn:
7. faTta supo6uuyTBa:
8. lara sakiHueHHA TepMmiHy npvaaTHOCTI

(micaup i pik, nicna skoro J13 He 3acToCOBYETLCA):

9. Hazea, agpeca Ta HOMepHM niyensii Beix
ANbHMUL BUPOOGHNLYTEA | KOHTPONIO AKOCTI;
Ceprudixatm signosiguocri GMP Bcix
ANbHALDL:

10. Ananiz BMKOHaHMWA 3rigHoO:

PesynuTaTm aHanisy:

JIA3ONIH-AAPHMLUA

1 Tabnetka micTute mebrigponina 100 mr;

Tabnerku no 100 mr; no 10 TabNeToK y KOHTYpPHIi yapyHKoBii ynakoeuj; no 1
KOHTYpPHIi YapyHKOBii ynakosLji B nayui 3 MapKyBaHHAM YKPaiHCbKOIO Ta
POCilACbKOI0 MOBaMU

ED40522
146,782 TYN
YkpaiHa

YKpaiHa

UA/0278/01/01
05.2022
05.2024

BUpo6neHo, BKNIOYAIOUM YNaKOBKY/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
«QPapmauesTuyHa ¢ipma «[lapHuya» 3a agpecoio: m Kuie, syn. bopucninbcobka,
13;

niyensia AB Ne598086;

ceifjouTBO Npo atecrauyiio naboparopiin BKA N2 128;

ceptudikat GMP Ne 035/2019/GMP

MKA 13 po peectpauiitHoro noceiguenHa NeUA/0278/01/01 eig 04.10.2018
Ne1810, 3i amiHamm

N2 n.n. HalmeHyBaHHA NOKA3ZHWKaA BUMOrv HOPpMaTHBHOI A OKyMeHTauil PezynuraT aHanisy
1 Onuc TabneTku nnockouuniHapuuHoi gopmu 3 ackoio Ta puckolo, binoro Bianosigae

abo 6inoro 3 XoBTyBaTUM BIATIHKOM KONbLOpPY
2 IpeHTudikauia A Y@-cnexTp Bunpo6oByBaHOro po3uvHy, NPUrOTOBaHOMO, AK onucaHo, Bignosigae

y po3aini "KinbkicHe susHaueHHA", B obnacti eig 245 vm o 320 Hm
MOBMHEH MaTH MaKCUMYM NpM AOBXKUHI xBuni (28612) Hm

3 InenTndikauia B Ha xpomatorpamax BMNpo6oByBaHOrO pO3UMHY Ta pO3UMHY Bianosigae
nopisHAHHA (), OTPUMaHWX y po3aini "CynposigHi AoMiliKKu”, yacu
YTpMMyBaHHA NiKy mebrigponiHy OCHOBM M2IOTh cnienagaTm

4 IpeHTndikauia C Konvopogsa peaxuin Bianosigae

5 OpfHopigHicTe Ao3oBaHMX oauHuLb  Bignoeigae eumoram AdY, 2.9.40. MpuitmanbHe uucno AV < 15,0 % Bignosigae

6 Posnaganua He 6inbwe 15 x8 i 7 x8

7 CynposigHi AoMilIKK byae-akoi gomiwkk - He Ginvwe 0,2 %

8 CynpoBifHi AOMILIKK Cyma AoMILIOK - He Ginbiue 2,0 %

9 Po3unHeHHA Binnoeinae sumoram f10Y, 2.9.3 npu Q=75 % 3a 44 xal.'

10 Mikpo6ionoriuna uncroTa BignoeigHo Ao MKA N3 N\ 219 7 Flﬂﬂot!w,ae *
11 KinbKicHe BM3HaueHHs Me6rigponiny 95 - 105 mr/Ta6 N ) : 2 ""“',ﬁurhaﬁn
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