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Coinourso Hepiaenol cayxbu YpalHi 3 fikapchkux 3acobiB Ta KOHTPOAIO 33 HADKOTHKAMHU No
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Kpaina BapobHuK
Homep peecTpaliiizoro noceiiuenns Ta foro TepMin ail

Cepruoikar cepii Ne 5

ayn, Crapa npopisas, 8 Ten.: (04744) 4-03-02
(04744) 4-03-01
(047444 4-03-08

drake: (04744) 4-41-59

npuiantua

2iggin ByTy

Amnopunin, TabaeTkd no S mr Ne 90 (10x9) y Gaicrepax

VEpaina

ynoeHoEakeH: occta
000 3 hapMaKoHarneaY

351 apo arecraudiio nadoparopii BKS

P. No UA/1427/01/0]1 TepMiH mil 623CTPOKOBO

Cuna aii/axtieHicTs: 1 TablieTka MICTHTh, aMI0MUAIRY BecUIaT Y liepepaxyBadH] Ha aMAonHAIH — 5.0 MI°

Howmep cepil 31123/90
Kinekicte npoxyxuii B cepif (yIL. 1T, Ta in. ) 5158 vn
Hara BupodHMUTRA 08.11.2023 pory

JlaTa 3akiH4eHHs TEPMiHY IPHIATHOCTI

Haspa gineuuui [IpAT «Texnonory

1o 11.2026 poky

Anpeca ninsauid TpAT «Texnonory, 20300 Yepkackka o6n.. M. Yuans yJ1. CTapa npopizha. 8
Ceprudixar pignopignocti GMP _064/2021/GMP 1o 03.09.2024 poxy

PE3VJILTATH BUIIPOBYBAHD

Homiwxa D: we 8insire 0.3 Yo;

Homiwexa A: ne Bineuze 0.15 %;

Hosmiwra E, F: Wist KOXKHOT IOMILIKY HE Ginpuie 0.15 %;
Hecneyugixosani domiuxu: ve dinpue 0 20 %;

Cyma domiutox: ve Binpure 1.5 %

$§1 HoKasHUKH SKOCTI Brvory HOpMAaTHBHS JOKYMEHTalis MeToa KOHTPOIKO PesyapTaTi
Onsomapopi TabneTkd kpyrioi opmu Hinoro abo Bisyansauil. 3a
1. Oiiive 611070 3 OJAKHTHUM Biﬂjiﬂfcom KONBOPY, BEPXHA T2 3OBHi1L(Hi1‘\v1 BUITISLAOM Eimoninae
HUKHS [TOBEPXHA SKHX OnyKiIi . Ha posnami nix myniowo MAalOTh BinmOBidaTy
BHJHO BiTHOCHO OXHOPIAHY CTPYKTYPY pumoram @Y
A. Y®-criexTp nornnHaHEA BUIPOOYBAHOro pO3UHHY, G -
NPHTOTOBAHOTO AIA KUTbKICHOTO BU3HAYEHHS, B obnacTi cne&rrpod)_ommemluﬂ_
Bin 230 M po 300 HM DOBHHEH MaTH MAKCHMYM 33 B yﬂpr"}?mfemBm } o
AOBKUHY XBHi (23942) HM B LR lins s
(JDV,2.2.25)
B. Ha xpomarorpai sunpoGysanoro pozuuny (b),
ozeprKaHil Ipy BA3HAYEHHI cynposhmﬁx JOMILIOK, Yac Pinunna
2. IzenTudicanis YTPEMYBaHHS iKa aMIORHTTIHY Mae BIANOBIAATH Hacy xpomaTorpadis Binnoeinae
' YTPUMYBAHHA TIIKa aMIOMHNIHY Ha xpowmarorpadi (JDV,2.2.29)
DO3YHHY NOpiBHAHHS (€}
C. Baprunk lunuroxapmin (E132). Ha XpoMaTorpanmi
BUTPOGYBAHOTO POIUHHY M€ BHABIATHCA OCHOBHA NIAMa TouHxoLaposa
GIAKMTHOTO KOJILOPY Ha pigHI OCHOBHOT fUIIMH HA xpomarorpadis Binnogijae
XPOMATOTPAMI PO3HAHY HOPIBHAHAL, BianosigHa i# 38 IOV, 22.27)
320apBAEHHAM
3. Cepeans Maca 150 Mr£5% APV, 295 151 Mr
He 6ibie Hix 2 i3 20 126718TOK MOKYTh BUIXHIATHCA BIX
CepeHbLOl Macy Ha BeHUHHY, 110 OEpeBHIye = 7,5 %. Butpumyrote
4. | OauopinyicTe MaCH [IpH LBOMY JKOZIHA iHAKBIMyaibHa Maca HE Ma€ oDy, 295 - 1,26 %
BIAXMASTACS BLIL CEPEAHBOI MACH HA BENHUHHY, WO + 1,07 %
nepepuuye £ 15 %
5. CTupaHicrs He Ginprie 1 % ooy, 257 0,04 %
6. PosnaganHs He Ginbme 15 xB oy, 2.9.1 8 xB.
Kpemuiro xiokcuj -
7 KOJOTHUH He 6inpe 3,0 % oV 0,5 %
0e3BOHHH
Ha momenm gunyciy: He usBieHO
Homiwka D: g5e Gmm.ue ¥ He Busigieso
Homiuxa A: ne 6wbme 0. BE: He BusBneHo
Homiwxa E, F: s KOXKHOT nommxg ﬁe Binbure O He BUABIEHO
Hecneyudpixosani dominu: He Bi: 16 010 e o — He BHSABJICHO
8 Cynpogiaui Cyma domiwox: He Ginpue 0: 2%, xpomarorpadi BigcyTHi
) MOMIIIKH: [Ipomsazom mepminy npuaamnocmr (IDY, 2.2.29)
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Pozunnenusn

CryniHe posuMHeHHs amaoauniny, skni nepefimos y
PosHHH 3 BHIDOOOBYBAHMX  J030BAHIY OAMHMIb yepes
I5 xB. napieni 8, (6 oxmHuis) Mac 6yt He Memule Q+

3% man xownol ommmMni abo cTymins pozumHeHHs

aMITO/MIIHY, KKIT repeiilios v poayun v 3
BHMPCOOBYBAHUX [O30BAHUX OAHHHIL uepes 15 xB. Ha
piBHl 52 (6 OOHHMUL), cepende sHadenns i3 12 OAHHHLD
{81+ 82) mac nopisHiosata abo 6yTH Hinbuse Qi Hemae
6YTH KOAHOT OMMHKLI 31 CTYTICHEM POZUMHEHHA MeHIIe

Q-15 %, abo, K10 0aepKani pe3ynbTATH He
EiAmOBinatoTh piBHaM S; 12 Sa BUNpoOYBauHs
TPOACBKYIOTb A0 PIBHS S3.

Ha pigni S; (12 onunwim), CepEAHE 3HAYCHHSY I3 24
OfHHIE (51 + 82 + 83) Mae popismwosatH aGo GyTu
Ginbie Q i He 6inbiue 2 0AMHUIE MOAKYTH MaTd CTyniye
posunHeHHs MeHme (Q-15 %, 1 HeMae xoxR0T oauHMI 31
CTYNICHEM PO3YMHEHHA MeHwe Q-23 %.

Q - ue cTymiHE po3yuHeHHs THOY0T PEYORKHY, M0
CTaHOBHTE He Mednie §0 % Bin HoMIHaTbHOrO BMICTY
TabneTku.

AoV, 2.9.3

101,7% - 103,8
%

10.

Oanopianicts
DO30BAHHX OJHHHUEL

s nepuix 10 Tabnetok npuiMaiIbHe YHCi0  Mac OyTH
MeHile abo mopizmiosarta 15,0 (AV < 15,0). Sxio
AV > 15,0, sunpoGosysasdsio nianaloTs HacTynaL 20

TadaeTok. Kinnese npuitMansHe yucno, pospaxopane i3 30

TafneTok, Mac 6yTi MeHue aGo nopigHoBaty 15,0 (AV <

15,0) i omen innusinyansruit BMicT y TaGnetni Mac 6yTH

He MCHIIMM 32 3HaderHs (1 — 25,0 x 0,01)M, | e Sinbmum

3a sHagenns (1+ 25,0 x 0,0 1M

DY, 2.9.40, Memoo
NPAMO20 BUSHAYEHNS

1L

MirpoGioorisaa
YHCTOTA™

3araibue 4HCHC aepoGHHX MiKpoopranismis (TAMC):
He Ginsure 10° KYO/TL,
JarabHe YMCIO HPDIIAOBHX TA ILUTICeHEBUX rpubin
(TYMC): ne Ginpwe 10* KYO/T,
Bincyrnicts Escherichia colis | r**

OOV 1.4, 26.12;
2.6.13, po3min 5.1.4.

Biznosinae
Biznosinae
Bianoeinae

il

Kinnxicue
BH3HAYCHES

Buicr CaoHasCIN:Os (amnoauniny) y tabnerni mae 6yTi:
- g Momerm gunyery: Bin 475 Mr no 5.25 mr, v
fepepaxyBaHHi Ha cepeaHIO Macy TabaeTKHy;

- npoms2om mepainy sbepizanns: 8in 4.5 Mr 2o 5.25 mr, y
IepepaxyBaHHi Ha CepejiHi0 Macy TadleTkH

AbBcopbiiiina
caeKTpoGOTOMETPIN B
yasTpadioneTosii i
BHAEMIH obnacTax
IOV, 2.2.25)

5,05 mr

13.

VYnakopka

3a posainom «Yrakoskan MES PIT Ne UA/1427/01/01

MK

Binnosinae

14.

MapxkysaHnus

Texer mapiysanna 1o PIT Ne UA/1427/01/01 ra 3aTBepKeHOrO OpHITHAN MAKETY

Binnoeinae

* KonTpons nposoayTsest BHGIPKOEO: ICPINY Ta KOXKHY IUATY HACTYIIHY Cepii.

** MeToauka NpuiaTHa JUid BUABICHAL CTiiKOT Mikpognopu.

Komenrapi: 36epiraTd B OpUTiHATEHIH YHAKOBI NPy TeMneparypi se suwe 30 °C.
BucHoBOK: 2a31ayena cepin npodykull Asnodunin. madaemiu ng 5 3z Ne 90 (10x9) y daicmepax eidnosidac sumozam
MEA I3 P. No UA/T427/01/01 ¢id 28.05.2019 poxy ma 3mini 6io 21.04.2021 poxy.

Gl 2= tmaropupiko A7 A LT

{ipUBaTHE 2MICHRDHE TORAPMCTES
(mata)

S“TEXHOROM™
. . BIOAIN KOHTRPODO
3aasa npo ceprudiranio: FKOCT )
«liyn g 3acBiquyio, MO HaBeAGHA BUILE (HQOPMALiii € JOCTOBIPHOK T4 TourHoK. [0 cepiro npoaykuil Ovio BrpoBieHo (BEIOUAIOYH
MAKYRAHHA/ME] .T@4 NPOBEAEHO KOHTPOJL T IKOCTI Ha BHIIE3a3HAueHi# ninpHuui v mopHill gignosigHocTi 3 BuMoramu GMP,
BCT&HOBJIE @f\féﬁp}f B A JIATOPHAM OPF2HOM, & Takox BiAnoeinHo fo cremmdixauiii, mo MicTAThCH Y peecTpauiiiHOMy J0CEE.

IlpoToko &%{ﬁgﬂﬁuma, njﬂ@x AHHST Ta aHATI3IB OyN0 NePerITHYTO Ta BCTAHOBACHO BignoeiauicTe GMPy.
£0 L
Z::?QMF" agyu 0098
i FELD

Cepiro 2{n HO 00 GURYCKY (peanizauii). )
i A ot — ,
¢ %éﬁf Menanis ®UIb 7 77" 2025
= (mizmec) (nata}

Hauaneiuk BKS

(rigmuc

V'L{?C? 2y ?




