BUKOHABYMM OPTAH KUIBCBEKOI MICBKOI PAJIN
(KMIBCbKA MICHKA JEPKABHA AJMIHICTPALILS)

AEITAPTAMEHT OXOPOHM 3J0POB’SA

HAKA3

IIpo Posmoain wmctoi cybGcrammii
«Hucra cyberanuia Jenamaniny 10 mr
(Delamanid reference standard 10
mg)», OTpHMaHOT y SAKOCTI
OezomnatHol JOMOMOTM Biji JIOHOpA
Otsuka Novel Products GmbH

3 Mertoro 3a0e3mCUCHHS  alrOpuTMy  J1abOpaTOpHOI  JIarHOCTHKH — Ta
MOHITOPHHTY JiKyBaHHSA XBOPHX Ha TyOepKylb03, Ha IifcTaBi Hakasy JlenapTaMeHTy
OXOPOHH 310poR’s Big 24 Oepesnsa 2017 poky Ne 120 «[Ipo 3aTBepmKeHHs Mepemiky
0a30BUX 3aKNaJlIB OXOPOHH 3HOPOB’S, M0 OTPUMYIOTE JIiKapChKi 3acobM Ta MeIUYHi
BHpoOH, 3aKyIUIeHI 3a OIOMKETHI KOIUTH Ta OTPHMaHI B SAKOCTI T'yMaHIiTapHOI
JOTIOMOTHY, '

1. 3ateepautu Poznozin ximiupoi cnonyku «Yucra cyberanuis Jlenamaniny
10 mr (Delamanid reference standard 10 mg), Bupoduuk Otsuka Pharmaceutical Co.
Ltd, Sloouis», Hamanoro Otsuka Novel Products GmbH y sxocti GezommaTHoi
INONOMOTH AJiS BU3HAYEHHsS UYTAUBOCTI MikobakTepilt tyGepkynbosy (nam — uucra
cyOCTaHIi), 1O AOAAETHCA.

2. Mupexropy TMO «OTU3IATPIS» y micti Kuesi 3a6eznednTn:

2.1. OtpumanHa uucToi cyOcranmii y KUIBKOCTI, 3aTBepmxeHid Posmoninom
LIEOTO HaKa3zy, 00Jik, onpuOyTKyBaHHS Ta B3ATTA Ha OanaHc 3aKkiany.

2.2. IlepconanbHy BRIANOBIAANBHICTh 3a HajexHe 30epexeHHs, LiTBOBE Ta
palllOHAJIBHE BUKOPHCTAHHA YUCTOI cyOCcTaHIIi.

2.3. Hanpagrnenns xomii AOKYMEHTY PO OTpPUMaHHS 4YUCTOI cyOcTaHIi Jo
basn crenjaneHOro MeAu4HOrO INocTadaHHd JlemapTaMeHTy OXOpPOHHM 3J0pOB’S
BUKOHaB4Yoro oprany Kuiscekoi michkoi paau (KHIBCBKOI, MICBKOI AepikaBHOI
agMiHiCTpamnii). ‘

2.4. Tlopanus momicans, mo 05 4ucaa MicsAld HACTYIHOTO 3a 3BITHHUM Ta 10
05 ciyHg HaCTYIIHOTO 34 3BITHMM pOKY, OO basH CIHEIiaTbHOTO MEIUYHOrO
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nmocTayaHHs JlenapraMeHTY OXOpOHM 3J0pOR’S BHKOHABYOro oprany KuiBcbkol
Micbkol paji (KuiBchkol MichKoi fepikaBHOI agMiHicTpaliii) 3BiTy MPO BUKOPHCTAHHS
gucrol  cyOcraHuili  3rimHO 3 momatkom 7 mo  Hakazsy [YO3  Bim
21 macromana 2012 poxy No 490 «IIpo 3abe3neueHHsS KOHTPOMIO 3a LUIBOBUM Ta .
e(EeKTUBHMM BUKOPUCTAHHSAM 3aK/IafaMd OXOPOHH 370POB’Sl MiCTa JHKapChKHUX
3aco0iB, BUPOGIB MeNUYHOIQ IMPU3HAYECHHS Ta MEAMYHOI TeXHIKW, 3aKyILICHHX 34
KOLLUTH Jep>KaBHOTO Ta MiChKOTO OIOMKETIB.

3. Hupextopy basm crenianbHOro MeZMYHOTO TNOCTadaHHS JlemapTamMeHTy
OXOPOHH 370POB’s BUKOHaBUOro oprany Kuiscrkoi Micekoi pagu (KuiBcbkoi MicbKO1
JepkaBHOoi aaMiHicTpanii) 3abesmeuntH moMicans, no 10-ro umcna wicans
HACTYITHOI'O 3a 3BITHUM, Ta 10 10 CiYHI HACTYIHOroO 3a 3BITHHUM POKY, Ha MiAcTaBi
orpumanoro Bigi TMO «©THU3IATPIA» y micti KueBi 3BiTY Tpo BUKOPHCTAHHS
4MCTOl CyOCTaHLil, MOAaHHS A0 ynpaBHIHHH OyxranTepcbkoro 0o0JiiKy Ta 3BITHOCTI
)IenapTaMeHTy OXOpPOHH 3[0pOB’s BHUKOHABYOro oprany KuiBchkol MichbKoi pamu
(KuiBcbkoi Michkol mepikaBHOI anMiHicTpanii) iHGpopmarii 3F1,I[HO 3 mojatkoM 1 mo
HaKazy I'VO3 Big 21 nuctomana 2012 poky Ne 490.

4. 3asinysauy cextopy (iHaHcoBoro ayauTy JlemapTaAMEHTY OXOpPOHH
3MOPOB’sl BHUKOHaBuUOro opraHy KuiBcbkol Mickkoi panu  (KuiBCEKOT MichKol
IepKaBHOT ajMiHicTpanii) 3a0e3eynuT KOHTPOJb 32 LiTBOBUM BHKOPHCTaHHAM
quCcTOl cyOCTaHIi] Tl Yac IPOBEACHHS ayIUTiB.

5. Jlupexropy KHIBCEKOro MiCBEKOTO 1H(OpMaLiHHO-00UHUCITIOBAIBHOTO LEHTPY
JenapraMeHTy OXOpOHH 3I0pOB’S BHKOHaBYOro oprany KHIBChKOi MICBKOI pajiu
(KuiBcekoi Mickkoi IepixaBHOI aaMiHicTparii) 3a0e3MeUHUTH ONPUITIONHEHHS Ha

__obiuitinoMmy web-caiiti JenapTamenTy OXOPOHH 3X0POB’A sMichy IIbOTO HaKa3zy.

6. KOHTpOJ‘IB 32 BUKOHAHHSM HAKa3y MOKIACTH Ha SaCTyHHI/IKlB IOUPEKTOpa
3TLAHO 3 PO3HOALTOM OG0B’ A3KIB.

Ilincrapa: mucr TMO «DTU3IATPIA» y wicti Kuesi sin 04.10.2019
Ne 061/200/ 1524/ 16, cIy’)KOOBa 3aIMCKA BifT 10.10.2019 No 505/03.01.

HupexTop | | Banentuna I'TH3BYPT



3ATBEP/DKEHO

Hakas denaprameHty 0XOpOHH 20R0B'S BUKOHARUOTO
oprany KuiBcekol mickkol paau (Kuisesiol Michkol
JeprKaBHOI aaMiHicTpauii)
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Posnopin ximiunoi cnomyku "Hucra cyberannis Jenamaniny 10 Mr (Delamanid
reference standard 10 mg), Bupobrux Otsuka Pharmaceutical Co. Ltd, Anonis",
Hanasoro Otsuka Novel Products GmbH y sxocTti 6e30miaTnol JOOMOru st
BU3HAYEHHS YYTIUBOCTI MikoOakTepiti TyOepKyIb03y

Yuera cyboerannia denamaniny 10 mr

(Delamanid reference standard 10 mg),

BupoOHnk Otsuka Pharmaceutical Co.
Ltd, SInonis

3aKna ] OXOPOHH 3/I0POB's, 110 OTPHMYE
YUCTY CYOCTAHIIIO

K-CTB YII.

TMO «PTUIIATPISA» y micti Kuesi 2

3aCTYNHUK JIMPEKTOpa - HaYaJIbHUK

yOPpaBlIHHSA J1KyBalbHO- %Mf Ianuna 3bOPOMIUPCHKA

npodiIaKTHYHOI JOTIOMOTH

HavansHuK BIIALTY CTIeTiajIbHOTO
.. onay Ta HIILOBUX.NIPOTPAM. .. . . .

Ipuna TUILIEHKO




