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PErHOHAJIbHAil 3HEPrETHtffiCKAJl KOMHCCPW 

CAXAJIHHCKOH OBJIACTH

nPHKA3

ox 01.08.2024 Ns 1-3.25-663/24

r. K))KHO-CaxajiHHCK

06 yTBep»caeHHH KpurepiieB ((jopMupoeaHun IIjiaHa npoBezieHHn Bbie^nHbix 

o6cjie^oBaHHM b paMKax ouchkh coo.nozieHMn o6H3aTejibHbix 

TpeGoBaHHH k npiiMeHeHHK) uen na JieKapcrseHHbie npenaparbi,
BKJHOHGHHbie B HCpClCHb VKH3HCHHO HCOOXOHUMblX H BaVKHCHUlHX 

jieKapcTBeHHbix npenapaxoB

B cooTBeTCTBHH c IIocTaHOBjieHHeM npaBHiejibciBa PO ox 23.05.2024 JSfe
j

637 «0 BHeceHHH H3MeHeHHH b HeKoropwe aKibi npaBHTejibCTBa Pocchhckoh 

OeaepauHH» npHRaabiBaio:

YxEepAHTb KpHTepHH (J)OpMHpOBaHH5I IIjiaHa npOBeASHHH Bbie3^HWX 

o6cjieAOBaHHH b paMKax ouchkh coSjrioaeHHa oSjBaxejibHbix xpe6oBaHHH k 

npHMeneHHK) uch na JieKapcxBeHHbie npenapaxw, BKjiioHeHHbie b nepeneHb
i

^CH3HeHHO neoOxoAHMbix h Ba)KHeHiHHX jieKapcxseHHbix npenapaxoB corjracHO 

npHJio^ceHHio k HacxoameMy npHKaay.

VcxaHOBHXb, HXO ILiaH (JlOpMHpOBaHHa Bbie3AHbIX oScjreflOBaHHH B 

paMKax ouchkh co6^K),aeHHH o6H3axejii»Hbix xpeOoBaHHH k npHMeHeHHio uen Ha 

JieKapcxBeHHbie npenapaxw, BKjnoneHHwe b nepenent ^khshchho HeoOxo^HMbix h 

Ba^cHeHuiHX JieKapcxBCHHWx npenapaxoB (JiopMHpyexca eaceKBapxajibHO, He 

no3flnee 15-ro HHCJia Mec^aa, npeflinecxByiomeroruiaHHpyeMOMy KBapxany
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ynpaBjieHHeM peryjiHpoBaima xpaHcnopxa, c(J)epBi npoHSBoacxBa h ycjiyr Ha 

ocHOBaHHH ouchkh KpHxepHeB ^opMHpoBaHHa rinaHa.
3. Ony6jiHKOBaxb nacxoamHH npHKaa na «0$HUHajn>HOM HHxepHex-nopxane 

npaBOBOH HHt^opMauHH» h pa3MecxHXb na o^HUHanbHOM caftxe perHOHanbHOH 

3H6preXHHeCK0H KOMHCCHH CaxajIHHCKOH o6jiaCXH B HH4)OpMailHOHHO- 
xejieKOMMyHHKauHOHHOH cexH HnxepHex.
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nPHJIO)KEHHE | 
k npHKaay perHonajibHOH j 

3HeprexHHecKOH komhcchh * 
CaxajiHHCKOH o6jiacxH 

No 1-3.25-663/24 ox 01.08.2024 ;

KPHTEPHH
(JjopMHpOBaHHn ILiana npoeezieHUfl BbieaziHbix 
oScjie^oBaHHH b paMKax ouchkh co6jiio/ieHHB 

ooHiai ejibHbix xpe6oBaHHH k npHMencHHK) uen 
Ha JieKapcreeHHbie npenaparbi, BKJHoneHHbie b 

nepeneHb vkhshchho Heo6xoanvibix h 
Ba>KH6HiiiHx ji6KapcxB6HHbix npenapaxoB

i

1. HajiHHHe (J)aKXOB HapymeHHH KOHxpojmpyeMbiMH JiHuaMH o6H3axejibHbix 

xpe6oBaHHH k npHMeneHHio uen na jieKapcxBeHHbie npenapaxw, BKjiioHeHHbie b 

nepenenb ^mbhchho HeoSxoAHMbix h Ba^cHeHinnx jiexapcxBeHHbix npenapaxoB.

2. HeoflHOKpaiHoe nocxynjieHHe ^cajio6 (oSpamenHii) na HapymeHHe 

oSasaxejibHbix xpeSoBaHHH k npHMeneHHio uen Ha JieKapcxBeHHbie npenapaxbi, 

BKJiiOHeHHbie b nepenenb ^CH3HeHHO HeoGxo^HMbix h BaxcHeHiiiHx jieKapcxBeHHbix 

npenapaxoB.

3. BbiaBjieHHe npH3HaKOB napymeHHH KOHXpojinpyeMbiMH jinijaMH 

oSHsaxenbHbix xpe6oBaHHH k npHMeneHHio uen na JieKapcxBeHHbie npenapaxw, 

BKJHoneHHbie b nepenenb hchshchho HeoGxo^HMbix h Ba^cHeHinHX JieKapcxBeHHbix 

npenapaxoB, no pesyjibxaxaM e^ceKBapxajibnoro MOHHXopHHra nen.
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