NEPENIK

DopaTtok 4

Ao Haka3y MiHicTepcTBa 0XOpOoHU
3gopoB’a  YkpaiHm «[lpo  pgepxaBHY
peecTpadito (nepepeecTpadito)
nikapcbKux 3acobiB (MepnYHNX
iMyHOGionoriyHux npenapariB) Ta
BHECEHHA 3MiH Ao  peecTpauinHux
maTtepianiB»

Bia 01 xoBTHA 2021 poky Ne 1228

NIKAPCbKUX 3ACOBIB, SIKI HE PEKOMEHAOBAHI 10 AEPXXABHOI PEECTPALIII, NEPEPEECTPALII TA BHECEHHA 3MIH 1O

PEECTPALIVHUX MATEPIANIB

Ne Ha3zea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa BupobHuk KpaiHa lliocmaea lpouyedypa
n/n 3acoby
MEQOUUMNPUH TabneTkn, BKpUTI Mepokemi NNT[ Kinp Mepokemi NT[ Kinp 3acigaHHa HTP Ne 24 BiaMoBUTM y 3aTBepAXeHHi - 3MiHW OO0 iHCTPYKUil Ans
NNiBKOBOI 0BONOHKOM, (3aBog AZ) Big 15.07.2021 MEOWYHOrO0  3aCTOCYBaHHSl  Mikapcbkoro 3acoby He
no 500 mr; no 10 BiANOBIAAOTb 3asBMEHIN npoueaypi
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIN
KopobLi
MEJTIOKCUKAM- PO34MH ANS iH'ekuin, 15 TOB Ykpaina MpuBatHe Ykpaina 3acigaHHs HTP Ne 29 BiamoBuTM y 3aTBepAXeHHi - BUNPAaBMEHHS TEXHIYHOI
BEPKAHA mr/1,5 mn no 5 amnyn y "BEPKAHA+" akuioHepHe Bia 19.08.2021 NMOMMITKMA, OCKiMbKM 3amnpornoHOBaHa pefakuisi TeXHIYHOT
6nictepi; no 1 6nictepy y TOBapuCTBO NMOMUIIKM He BiANOBIAa€E BU3HAYEHHIO «TEXHIYHa NMOMUIKa»
KapTOHHIN navi "Nekxim (3ripHo Hakaszy MOS3 Big 23.07.2015 Ne 460), Tomy Lo
nomunka JonylieHa B mMaTepianax peecTpauiiHoro AoCkbe
3asBHWKa
PUCNONENT® PO34nH opanbHun, 1 TOB "[I>KOHCOH i YkpaiHa AHcceH Benbris 3acigaHHs HTP Ne 30 BigMoBUTM y 3aTBepAXEeHHi - BUMPABIEHHS TEXHIYHOI
mr/mn; no 30 mn abo 100 [>XOHCOH dapmaLeBTuKa Big 02.09.2021 NMOMUIIKW, OCKiMbKW AaHa npouedypa He Bignosigae n.2.4.
My donakoHi; o 1 YkpaiHa" HB po3giny VI Hakady MOS Ykpainu Big 26.08.2005p. Ne 426
dnakoHy pasom 3 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
nineTKo-403aToOpPoM Y
KapTOHHIl ynakoBuj
XNOPrekCuguH PO34MH A1 30BHILUHBOIO MpAT YkpaiHa MpAT YkpaiHa 3acigaHHa HTP Ne 30 BiamoBuTM y 3aTBepAXeHHi - JoNoBHEHHs1 Cneumdikauii
3actocyBaHHs 0,05% no dapmMaLeBTU4Ha dapmaueBTnyHa Big 02.09.2021 B MKA JI3 nepiognyHicTIO KOHTPOMO  BU3HAYEHHS
100 mn y donakoHi abpuka cabpuka nokasHuka "CynpoBigHi gomiwkn" (OPY, 2.2.29 meTopn
nonimepHomy, no 1 "Biona" "Biona" BEPX), a came: nepluia Ta KOXHa M’'ATa HacTynmHa cepis,
cdnakoHy B nayui, no 100 ane He pigwe Hix 1 cepis B pik. 3anponoHoBaHoO:
abo no 200 mny CMNEUUDIKALIA CynposigHi gomiwku*. Cyma [OMILIOK:
dnakoHi noniMepHomy He 6inbwe 3,0 %. *MepiognyHicTb KOHTPONIO: neplia Ta
KOXXHa M'siTa HaCTynHa cepis, ane He pigwe Hix 1 cepisa B
piKk, OCKiNbkM HagaHe OOrpyHTYBaHHA Ta MaTepianu
peecTpauinHOro 4ocbe B MATPUMKY 3anpOnoOHOBAHOI 3MiHK
OO BBEAEHHSI NepioanvHOCTI KOHTPOIMO 3@ MOKa3HUKOM
«CynpoBigHi gomiwkuy He € pocTaTtHiMu. [MokasHuK




[Iponosxenns noxarka 4

«CynpoBigHi AOMILIKNY € KPUTUYHUM MOKa3HWKOM SKOCTI,
SKMA BNnuBae Ha sSkicTb Ta 6Gesneky JI13, a Takox
BpaxoBylounm  nikapcbky dopmy JI3  posusH  ans
30BHILUHBOTO  3aCTOCYBaHHSl, BBaXAaeMO 3a HeobxigHe
KOHTpOmntoBaT  nokasHuk «CynpoBigHi  JOMILLKMY  SIK
PYTUHHMIA TecT. Tomy 3MmiHa LWOAO  NepioANYHOCTI
KOHTpOmnto  nokasduuka  «CynpoBigHi  AOMIWKM»  He
pekomeHAoBaHa [0 3aTBepmkeHHs. MokasHuk «CynpoBigHi
OOMILLKN» € KPUTUYHMM NMOKa3HUKOM SKOCTI, SIKM BNNnBae
Ha sikicTb Ta 6e3neky J13, a TakoX BpaxoByk4U mikapCbKy
dopmy JI3 Ppo3uMH [AONs 30BHILUHBOrO 3acTOCYBaHHS,
BBaXaeMO 3a HeoOXigHe KOHTpOmBaTU  MOKa3HUK
«CynpoBigHi AOMIWLKU» SK PYTUHHUIA TecT. Tomy 3MmiHa
LWoAo NepioAMYHOCTI KOHTPOMio nokasHuka «CynpoBigHi
OOMILLKN» He peKOMeHAOoBaHa 0 3aTBEePXKEHHS.

B.o. l'eHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOrO 3abe3neyYeHHs
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