AEPKABHA CAYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMU Y KHIBCHKIN OBJIACTI

npor, CeiTanuroi Haxii, 3, M.Kuis, 02099, ter/thaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
PO SAKICTL BBE3EHOI0 B YKPAIHY JiKapChKOTo 3a¢00y

24.10.2023 Ne 50850/23/10

TIANE® 1 T

43

(Mafimernynanita Sikapesrero 3acofy 3rimio 3 peccTpaniitsni Noceiau cHEANM)
NOPOIIOK IS PO3URAY JId i €xuiii, mo 1000 mr, 1 gaaron 3 nopourxkem y kaprouHiii
VIIAKOBUI

(thopaa BrmycKy, A03YBAHHS, BHJ NAKYBINHA JHiKAPCLROrO 30¢06Y)

Howmep peectpauiitaoro nocsixuenns UA/17129/01/01 crpox nii peectpauiiinoro nocsizuenna 05.12.2023

Cepis nirapeskoro sacody Ne 3007020 Kinericts BBe3enoro nikapeskoro sacoby 2800
BupoSHuK Cenc Jaboparopic Ist. Jlta., IHyis
{naiinenyrauig BipoOHIEa JiKAPCEKOro 3acody, Kpailla NOXOTRCHHER)
Baeseno B Ypainy Cninexe YKPaiHCEKO-eCTOHCEKE NiTOPHEMCTRO Y (hopMi TOBAPHCTERA
3 obmeenon BignosigaasuicTio "OnriMa-Dapy, JITA", igent. xoa:
21642228

(HaliMenysauna T4 koa 33 EPTIOY ropissrauoi ocofy abo npispilue, in'a, no Gatskosi Gizmuol
ocofit - Higapuesus, i Micue NpoaBARHR Ta peccTpauifistnil HOMep 6ONIKOBOI KAPTKY MMATHHEKS
noaarxie ao cepia Ta HoMep nacnoepra)

peToroa Bisyaasuore kenrpeam sia 23.10.2023 N2 3263/3.
Jladopatopuuit auanis AKOCTi RiKApeeKOro 3acoby 3aiiicHenwit:

Adepxasra HaykoBO-RocaiaHA. 1ab0paTOpia 3 KOBTPOMIO AKOCTI MiKApChKUX 3ac0biB JJepsraBHOT yeTaHoRy
"HOTHTYT rpoMaacskore 3pepos's iv. O.M. Mapseea HAMH Ykpaian" {(m.Kuis, sy llonyapesra 50)

{iaiiMenysanix Ta aticuesnaxomxenns nabopatopi, 1o nposena mabopaTopHiil antwn3 sxoett)

Bi1cHOROK MIOAD AKCCTI NIKAPCLKOro 3acady, Buiamnil nadopatopiero pin 28.09.2023 Ne 2122

Pezynsrata nadopaToOPHOTO HAMIY AKOCTI AiKapekkoro 3acoly 3a mepeBipeHaMH NOKA3HHKaME BiIMOBINAIOTE
BHAMOCAM METOJIB KOHTPOMO AKOCTI {aHANI THIHO-HOPMATBHOT JOKYMEHTAUIT).

3a  pesynpraTaMi  ACPIKABHOTO  KOHTPONI BCTAHOBHCHO, 1Mo  nikapeskmil  33cid  seeseso B Vrpalwy 3

JAOTPHMAHHAM simor 3aK0HOZUBCTEA INOAO 3aDe3neqeH s AKOCTI MiKapchkiX 3a3c0Bin.

Ipuna ITAJIAMAP

(initfiann Ta OpiaEHIC)




Cenc JlaGoparopic [1sT. JITa,

/¥

VI/51B, n/c No2 Koxysanan, [lana, Korrasm - 686 573, Kepana. Inaia

[oToBuii npoaykr
Ceprudikar sixocTi

HA3BA IIPOAYKTY: AIAUE® 1 r, mopowox s PO3YHHY Aad iw’exuiii no 1000 mr
3AT'AJIBHA HA3BA: UedTpiaxcon aas in’exuiit USP 1000 mr

Cepia Ne:

3007020

Po3amip cepii: pnakonn/ynaxosku - 33783

Jara BupoOHHUIITRA;

TepMin mpunarHoCTi:

06/2023
05/2025

Homep peectpauilinoro nocsiguesns B Yxpaiui: UA/17129/01/01 nificunit no 05.12.2023

Jlinensia Bupo6HuKa Ne: 09/28/2005 gix 09.02.2005 (Popma 28

npogosxeHHs (JIuct npo 36epexenns Jlinensii) ix 07.02.2020.
Po3Mip i Tun ynakoBku: gnaxon 10 mx USP Tun 111
Jlikapceka dopma: nopomok ais PO34UHY IS 14’ €KL

), Oy nponorxennii 1o 08.02.2025, Ceptudikar

TECT

CHELUPIKALIS

" PE3YIALTATU

Oruc

| Kpucraniunmit nopowmok Bix 6Gimoro o JKOBTYBATO-
| NOMapaHYeBOro KOILOPY

Binnosinae. Binuit kpucraniuuuii mopowox.

Inenrudikania

A. Y4 criexTpn nmornuHamps 3paska Ipernapary

A. IY- I4-criekrp 3paska npenapaty noBHHEH BiAmoBizaTu Y- Bignosinarote [Y  coexrpam CTaHAapTHOTO
CHEKTPO(OTOMETPIs: | CIEKTPY CTAHAAPTHOrO 3pasKy UeTpiakcoHy HaTpito | 3paska nedTpiakcoHy Hatpio
USP RS.
B. PinuHna ‘Ha  xpomarorpami  Bumpo6oysanoro pozuuny, | B. PinunHa xpomarorpagis: Ha XpoMarorpami
Xpomarorpadis: OLIEPXKAHOTO y BHIIpOOYBaHHi «KinbkicHe | BUIPOGOBYBAHOIO PO3YMHY, OfepXKaHid y
BU3HAUEHHA», uYac YTPHMYBaHHA OCHOBHOro mikKy | BunpobyBanui «Kigskiche BH3HAYEHH», Yac
 BIANOBINa€ 49acy YTPHMYBAaHHS OCHOBHOIO MKy | YTPAMYBaHHS OCHOBHOTO iKYy BiAIIOBifae gacy
CTAHAPTHOTO PO3YHHY NODiBHAHHS. YTPHMYBaHHS OCHOBHOTO MiKa CTAHAAPTHOIO
| PO3YHHY NOPIRHAHHS
Kinekicue IIpu Bunmycky:
BH3HAYCHHA | Ilpenapar MICTUTE nedrpiakcony Hatpito | KinbkicHe Bu3HAYEeHHS Ha 0e3BOIHY OCHOBY =
| exBiBaNeHTHO He MeHIIE 776 MKT uedTpiaxcoHy B Mr, B | 909 Mkr/mr
| MepepaxyHKy Ha Ge3BOAHY OCHORBY. KutekicHe Bu3HauenHs Bif 3asBieHOT KibKoCTi
~ He menume Hix 95,0 % Ta we 6insme Hix 105,0 % Bing | = 98,5 %
3a4BJI€HOI KibKOCTI uedrpiakcony (950,0 - 1050.0
| Mr/¢nakon).
IIpoTAroM TEpMiHY OpUIATHOCTI:
IIpenapar MICTHTB nedrpiakcony HaTpiro
€KBIBAJICHTHO HE MeHIe 776 MKT Le(QTPIaKCOHY B MT, B
nepepaxyHKy Ha He3BOAHY OCHOBY.
He menme Hix 90,0 % Ta me 6inswe Hix 115, 0% Bin |
3ajBNEHOI KUIbKOCTI nedrpiakcony (900,0 - 1150,0
_Mr/¢akon). ]
OnnsopinHicTs lipafimansue ancno (AV) — we 6insme 15,0 % (L1%). | L1%=1,55:
A030BaAHUX | Cepenna Maca HanosHeHHs = 1183,97 mr
OJHMHHIIE |

Oprauiyri nomimxu

Iipu Bumycky:

HeaneTuniedorakcuma 1akToH — He Ginbme 0,5 %

Iedpiakcona TpuasuHa ananor — we Giswme 1,0 %

Hedrpiakcona GemsoTiazomin okcum — He Giinme

0,2 %

HMeaunn nedrpiakcon — He Ginbiue 1,0 %
Hedrpiakcon-3-ex isoMep — He Ginsure 0,3 %
Ledrpiakcona E-isomep — ne Ginbine 1,0 %

Bynb-sixa innmBinyanbHa HeineHTHOIKOBaHA TOMi

He Ounbre 0,2 % -

Cyma nomiuiox — He 6ibmme 2,5 % S y Eg’*’a A — 0,22 % R
' i < Q : < o A Sy K N
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LHedpiakcona E-isomep — He BusiBieHo

e 1‘;‘95’3’.’“3

Heauerunuedorakcuma nakron — He BUABIEHO
HedtpiakcoHa Tpuasuna anaior — 0,160 %
Leprpiakcona 6enszortiazonin oxcum — He
BHSBJIEHO

Heaunn nedrpiakcon — 0,061 %
IedTpiakcon-3-en isomep — He BusBieHo

\IAMBilyaTbHa HeigeHTHdiKoBaHa
al 3{2, BHUABJICHO

e .




CyMa nomiok — He 6iibiue 5,0 %

LlepTpiakcoHa 6en3oTiazonin okcuM — He Oinbie 0,2%
- Jleaumn uedrpiakcoH — He Ginbiie 1,0 %
{ HedTpiakcorn-3-eH izomep — He 6inbuie 0,3 %

LHedrtpiakcoHa E-izomep — He 6inbiue 1,0 %
Byne-sixa iHauBigyaibHa HeigeHTH(IKOBaHA JOMilLIKa —
ve 6inbmme 0.2 %

Binnosnenmuit A. Ilpenapar Ma€ pO3YMHHTHCA [OBHICTIO, He | A. IIpenapar pO3UYMHSETECA IMOBHICTIO, HE
pO341H 3aNMINAIOYA  BHAMMUX  BKJIOUEHb HEPO3YHHEHOI | 3aNKLIAIOYM BHAHMHX BKIIOYCH.
pE€4OBHHMU.
‘B. Crymise npo3opocti  BimHOBIEHOr0 po3umHy | B. YTBOpeHHH PO3UMH He € 3HAYHO MEHII
noBuHHA OyTH HE MEHILE CTyINIEHs NPO30POCTi PIBHOrO | MPO3OPHIA, Hik PiBHMIH 06'eM PO3UUHHHUKA, L0
ob'eMy po3umHHMKa a00 BOJM OYMIIEHOI B MICTHTBCSI B aHAJIOTIYHI! EMHOCTI,
~ aHANOTIYHHUX EMHOCTI i YMOBaX OLIHKH.
- MexaHiuHi BKJIIOMEHHN, MexaHiuHi BKJIIOYCHHS,
BinHoBnenuH posuun nosuHeH OyTH BinbuHHH Big | Bimopnenwuit PO34HH € BUIBHMI Bill CTOPOHHIX
CTOPOHHIX BKJIKYEHb NPU Bi3YaIbHIN OLHHIU, BKJIIOYEHD (DY Bi3yabHill OLiHLLi.
bakTepianbni He 6impme 0,20 USP oxuHHUs eHnOTOKCHHIB HA | Mr | MeHme Hix 0,20 USP onHMLb SHIOTOKCHHIB
€HAOTOKCHHH | nedTpiakcony. | Ha 1 Mr nedTpiaxcony.
CTepWIbHICT - Mae 6ytn crepunsauM Bianosinae
Mexaniuni Yacrox > 10 MM — He 6inbiue 6000/¢aakon; Hactoxk > 10 Mkm —1813/dnakon;
BKIIIOYCHHS YacTox/daakoH > 25 MKM — He 6isLue 600{@11&:(011; | HacTok > 25 MM — 76/thnakon;
Kpucrtanignicts - HacTk¥ NoKasyroTh NoaBiitHe npomenesanomnenns a6o | Yactku MOKa3ykoTh NOJABIKHE
__| inTepdepenuilini Konsopm. | NpoMeHe3aNOMIIeHHS
pH Bin6,01080 6,49
Bona | Bin8,0 % no 11,0 % 8,5 %

[IpumiTku: npenapat Binnosizae Bumoram MKSI ta Crieuudixauii Ne: FPS/USP/007-001/S/R3

“IlmM s 3acBimyyro, WO HaBe#eHa BHIE iHdopMauis € focToBipHOI® Ta TouHor. Lo cepio mpoaykuii Gymo
BHPOOJICHO/BUIOTOBJIEHO, BKITIOYAIOYH NAKYBaHHL/MAPKyBaHHS Ta NpOBEACHO KOHTPOJIE il AKOCTI HA BHILE3a3HAYEHil AinbHHUI y

MOBHIM BiAmoBinHOCTI 3 BMMoramu GMP,

BCTAHOBJICHMMH MICUEBHM DEryJATOPHUM OPraHOM, a TAKOX Bi/TOBIZHO 10

Celubikanif, mo MicTATLCA y peecTpauiifHoMy moChe KpaiHm-iMmoprepa. IIpOTOXOIM BHPOOHMITBA, NAKYBAHHA TA AHANI3IB
Oy10 neperisHyTO Ta BCTAHOBJIEHO BimmoBigHicTs GMP.”

Oco0a, BinnoBiganpHa 3a BUIYCK Cepii:
Im’q: K.C. Illanmyram
IMocana: Crapumii kepiBHUK Bininy 3a6e3medeHHs AKOCTI

[Mignuc: (nionuc)

Hara: 06/07/23

Ilizroros.JieHo ITepeBipeHo CxBajaeno
IM’g Cimi 1 | Biny Baprece Jan ToMac
ITocana Crapunii Mereokep Binniny | Kepisnuk Bimnminy koHTpo/:o | AcHcTenT KepiBHMKA BifUTimy
KOHTPOJIIO AKOCTi AKOCTI ___3abe3neyenss AKOCTi
Mignue (nionuc) (nionuc) | (nionuc)
JaTa 05/07/23 05/07/23 | 05/07/23
atd e g




