[Tpunoxenne Ne 4

K IPOTOKOITY 3acenanus [IpaBneHus
PervonansHO# cay:x0bI 110 Tapugam
PocToBckoif obnactu

or 31.03.2022 Ne 16

PETMOHAJIBHAS CJOYXKBA 11O TAPUDAM
POCTOBCKOM OBJIACTHU

MNOCTAHOBJIEHHUE
31.03.2022 r. PoctoB-Ha-J/loHy No 16/4

00 yrBepxkaeHun GopmMbl IPOBEPOYHOIO JIUCTA, IPUMEHSAEMOr0 IIPHU
OCYIIECTBJIEHUN PErHOHAIBLHOI0 I'OCYJAPCTBEHHOI0 KOHTPOJIA (HA/A30pa) 3a
NpUMeHEeHHEeM [eH HA JIEKAPCTBEHHbIE MpenapaThl, BKIIOYEHHbIC B IIepeYeHb
KU3HEHHO He00X0AUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX NPENapaToB, B
PoctoBcKkoii 001acTH

B cootBerctBUM ¢ uwacThio 1 cratem 53 deaecpanbHoro 3akoHa ot 31.07.2020
Ne 248-®3 «O rocynapcTBCHHOM KOHTpPOJIC (HAA30pe) W MYyHULUIAIBLHOM KOHTPOJIC B
Poccuiickont ®@enepanuny», noctanosiacHueM [IpaBurensctBa Poccuiickon degepanuu ot
27.10.2021 Ne 1844 «OO0 yTBepxkaeHUH TpeOOBaHUIM K pa3paboTKe, COJEPKAHUIO,
OOLECTBEHHOMY OOCYXIEHHUIO MPOECKTOB (POPM MPOBEPOUYHBIX JIHCTOB, YTBEPKICHUIO,
MPUMEHEHHIO, aKTyanu3anuu (OpM IPOBEPOYHBIX JIMCTOB, a TAaKXe€ CIIy4yaeB
00s13aT€TPHOI0 TIPUMEHEHUsI TIPOBEPOUYHBIX JUCTOBY», [lojoXKeHHWeM O pPerHoHaTbHOM
rOCyAapCTBCHHOM KOHTpOJIc (HAA30pe) 3a NPHUMCHCHHEM IICH Ha JICKAPCTBCHHBIC
mpenapaTrhbl, BKJIIOYEHHbIE B TMEPEUYEHb KU3HCHHO HEOOXOAUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX MpenapaTtoB, B POCTOBCKON 001acTH, YTBEPXKIECHHBIM OCTAHOBJICHUEM
IIpaButensctBa PocroBckoit oOmactu ot 13.12.2021 Ne 1044, IlomoxeHmem o
PervonansHoit ciny:k6e 1o Tapudam  PocToBCKO  001acTH,  YTBEPKICHHBIM
nocradHoBieHuem IlpaBurensctBa PoctoBckoir o6mactm ot 13.01.2012 Ne 20,
Perunonanehas cinyx6a no tapudam PoctoBckoit obnactu

NOCTAHOBJIACT:

1. YtBepauth (popMy TPOBECPOYHOTO JIHCTA, MPUMCHICMOTO IPH OCYIICCTBICHUHN
PETHOHAIBHOTO TOCYAApPCTBEHHOTO KOHTpOJsS (HaA3opa) 3a NPUMEHEHHEM IIEH Ha
JIEKapCTBEHHBIE TMpenapaThl, BKIIOYEHHbIE B IMEpPEUYEHb >KMU3HEHHO HEOOXOAMMBIX U
BAXXHEHININX JIGKAPCTBEHHBIX IpemapaTtoB, B PocCTOBCkoi 001acTH, COIJIACHO
MIPUIIOKEHHUIO K TTOCTAHOBJICHUIO.



2. @opMa MPOBECPOYHOrO JIUCTA, YTBEPKICHHAS HACTOSIIUM IMOCTAHOBJICHUEM,
MOJJICKUT 00A3aTEILHOMY IPUMEHEHHIO MPU IpoBeAeHUU PernoHanbHON ciyX00i Mo
tapudam PocToBCcKOI 001aCTH IJIAHOBBIX BBIE3THBIX IIPOBEPOK.

3. Hacrosimiee mnocTaHOBIEHWE BCTyllaeT B CHJIYy €O JHS €ro o(uIuaisHOTO

ONyOJIMKOBAHUSL.
4. KoHTpoITb 32 BBIMOJIHCHUEM HACTOSIIETO TOCTAHOBIICHUS OCTABJISAIO 33 COOOM.

PyxkoBoaurennb
PernonanpbHoii ciry:k0b1 110 Tapudam

PocToBcKkoii 001acTH A.B. JIyKbsiHOB




IIpunoxenue

K [IOCTAHOBJICHUIO PeruoHanbHoi ciryk0bl
o Tapucham PocroBckoii obiactu

o1 31.03.2022 Ne 16/4

®opMa NPOBEPOYHOIO JIKCTA,

IPUMEHAEMOr0 IPH OCYLIECTBJIEHUH PErHOHAJIBHOI0 rOCy/1aPCTBEHHOI0 KOHTPOJIS
(Hax30pa) 32 IPUMEHEHHEM LEH HA JIEKAPCTBEHHBbIC NIPenapaThl, BKIKYEHHbIC B
nepevyeHb KU3HEHHO HEOOXOAMMBIX H BaKHEHIIMX JIeKapPCTBEHHBIX NIPEeNnapaTos,

B PocToBCKOIl 001acTH

QR-xom,
MpEeTyCMOTPEHHBIN TOCTAHOBJIEHUEM
[IpaButenbcTBa Poccutickol denepauu ot
16.04.2021 Ne 604 «O6 yrBepxaennu [IpaBun
(hopMHUpOBaHUS U BECHUS SIUHOTO peecTpa
KOHTPONBHBIX (HA30PHBIX) MEPOTPUATHH U O
BHCCCHHUH U3MCHCHHMS B [IOCTAHOBJICHHC

[IpaBurenbcrBa Poccuiickoit @eaepannu
ot 28.04.2015 Ne 415»

PerunonanbHas ciayxba mo rapudpam Pocroscekoii 00s1acTn
(PCT)

(HaMMeHOBaHMe Oprana roCyAapCTBEHHOTO KOHTPOIS (Ham3opa),

MPOBEPOYHBIN JIUCT

(PeKBU3UTHI HOPMAaTUBHOTO MPAaBOBOTO akTa 00 YTBep:KAEHUH (JOpMBI NPOBEPOUHOIO JIUCTA)

TI'ocymapcTBeHHBIN KOHTPOJIb (HAA30P) 32 NPUMCHCHHEM LECH HA JICKAPCTBCHHbIC
npenaparbl, BKIAKYEHHbIC B IEPEYECHb )KU3HEHHO HEOOXOAUMbIX M BaKHEHIINX
JIEKAPCTBEHHBIX IIPenaparoB, B PocToBCcKOM 00J1acTH

(BHJT pPETHOHAIIFHOTO TOCY/IaPCTBEHHOTO KOHTPOIISI (Ha130pa)

1. Bum KOHTpOJBHOTO (HAA30pHOTO) MEPOTIPUSITHSI

2. JlaTa 3anoJIHeHUs POBEPOYHOTO JIMCTA

3. OOBEKT TOCy1apCTBEHHOIO KOHTPOJIS (Ha/130pa) B OTHOLICHUH KOTOPOTO MPOBOJIUTCS
KOHTPOJBHOE (HAJ30pPHOE) MEPOTIPUSITHE

4. Gamunusg, UM W OTYECTBO (IIPU HAIMYHMM) TpaXKAaHWHA WIM HUHAUBUIYAIBHOTO
NPEeANPUHUMATENS, €r0 HUACHTU(PUKAUUOHHBIH HOMEp HaJoroIviaTeNbliuka U (WJjH)
OCHOBHOU rOCYyJIapCTBEHHBIN pErucTpanuoOHHbIN HOMED WHIUBUIYaIIbHOIO
OpeANpUHUMATENA, aApPeC  PErucTpaluy TPaXkKJaHWHA  WIM  UHAUBUAYAIBHOIO



MpeATIPUHUMATESA, HAaMMCHOBAaHUE IOPUIMYCCKOTO JIMIA, €r0 HWACHTU(UKAIIMOHHBIN
HOMEpP HaJOTOIUIATENbIINKA W (MJIM) OCHOBHOM TOCYNAapCTBEHHBIM PEruCTpalliOHHBIN
HOMeEp, aJpec HOPUIAMYECKOro Juia (ero (puinajaoB, MPEICcTaBUTEILCTB, 000COOICHHBIX
CTPYKTYPHBIX MOAPA3AEICHU), IBISIONINXCS KOHTPOJIUPYEMBIMU JTUIIAMU

5. Mecto (MecTa) MpoBEICHUS KOHTPOJIBHOTO (HAA30PHOTO) MEPOTIPUSTHS C 3aTIOJTHCHHEM
MIPOBECPOYHOTO JIUCTA

6. PekBusuthl perienust pykopoautesiasi PCT o mpoBeneHHH KOHTPOJIBHOTO (HAI30PHOTO)
MEpOIPUATHUS

7. Y4eTHBI HOMEP KOHTPOJIBHOTO (HaI30PHOT0) MEPOIPUSITHS

8. JlomwkHoctr, QamMuauu W UHUOUAANBL  JoJpKHOCTHBIX july PCT, mnpoBoasmmx
KOHTPOJIbHOE (HaJI30PHOE) MEPOTIPUATHE U 3AMOIHSIONIUX ITPOBEPOUHBIN JTUCT

9. Cmucok  KOHTPOJIBHBIX ~ BOMPOCOB, OTPaXalolUIMX  COJIEpKaHME  00sI3aTEINBHBIX
TpeOOBaHUM, OTBETHl Ha KOTOPHIE CBUACTEIBCTBYIOT O COOIOICHUNA WM HECOOIIOACHUN
KOHTPOJIMPYEMBIM JIMIIOM 00sA3aTEIbHBIX TPEOOBAHUI:

/I Ilepedyenb BOpoOCOB, PekBU3MTHI HOPMATHUBHBIX OtBeThl IIpu
OTPaKaroIINX IIPABOBBIX AKTOB, C YKa3aHUEM Ha BOIIPOCBHI | Me-
COZIEpKaHUE UX CTPYKTYPHBIX €IMHHII, YaHU
00s13aTeTbHBIX KOTOPBIMA YCTaHOBJIEHBI o e
TpeOOBaHNH o0s13aTeNbHBIE TPeOOBaHNS =
T
= 0
= o =
a
=
L
T
1. |IIpeBblmaer nu |Yactb 2 CTaTbH 63

(dakTudeckas otmyckHas | DeaepaibHOTO 3aKOHa oT
LICHa, yctaHoBieHHasa | 12.04.2010 Ne 61-®3 «0O06

ITPOU3BOAUTEIIEM obpanicHIH JIEKApCTBEHHBIX
JIEKAPCTBEHHOTO CpPEACTB» (manee -
rpenapara, denepanbHbId 3aKOH OT
3apCTUCTPUPOBAHHYIO 12.04.2010 Ne 61-D3)

WIn

MIEPEPETUCTPUPOBAHHY IO

IIPEAEIBHYI0 OTIIYCKHYIO




IIEHY TIPOU3BOIUTENS (Ha
peann3anun

aaTy
JICKapCTBEHHOTO
mpernapara
IIPOM3BOAUTEIIEM )

3aBEIIAIOTCS TN
TIpeACTbHBIC pa3MEphl
ONTOBBIX (PO3HUIHBIX )
Hag0aBOK K
(hakTHUECKUM
OTIYCKHBIM TICHAM,
YCTaHOBJICHHBIM
MIPOU3BOIUTCIIIMA
JICKapCTBCHHBIX
IIpeIapaToB

(111 TIEHOBOM TPYTIIBI
JIEKapCTBEHHBIX

npenapaTtoB 10 100 pyoO.

(BKJIFOUHMTEINIBHO) B
I[CHAX MMPOU3BOAUTECIISA)

YacTp 2 cTaThu 63
deaepalbHOTO 3aKOHA OT
12.04.2010 Ne 61-D3;
Ilocranosnenne PCT 00
YCTaHOBJICHUN TIpeIeTbHBIX
Pa3MepOB OINTOBBIX HA0ABOK U
MPCACIBHBIX Pa3MEpPOB
PO3HHYHBIX HATOABOK K
(haKTUICCKUM OTITYCKHBIM
1I€HaM, YCTaHOBIIEHHBIM
TTPOM3BOAUTEIIIMHU
JICKapCTBEHHBIX TIpenapaTon, Ha
JICKapCTBEHHBIC Tpemaparkl,
BKJTFOUCHHBIC B TICPCUCHB
’KU3HEHHO HEOOXOOUMBIX U
BOKHCHIIIMX JICKAPCTBCHHBIX
pernapaToB

oT No

3aBbIIIAOTCS JIH
npeaenbHbIe pa3MepPbl
ONTOBBIX (PO3HUYHBIX )
Hag0aBOK K
(hakTHUECKUM
OTIYCKHBIM II€HAM,
YCTaHOBJICHHBIM
MIPOU3BOIUTEISAMU
JIEKapCTBEHHBIX
pernapaToB

(11 TIEHOBOM TPYTITIBI
JICKapCTBCHHBIX
npenaparoB cBbiiie 100
py0. 10 500 py®.
(BKJIIOYHTEIBHO) B
[ICHaX MIPOU3BOIUTEII)

Yactb 2 ctatbu 63
denepabHOrO 3aKOHA OT
12.04.2010 Ne 61-D3;
ITocranoBnenue PCT 00
YCTaHOBJICHUN TIPEASTBHBIX
pa3MEpPOB ONTOBBIX HAT0ABOK U
MpeAcIbHBIX Pa3MEPOB
PO3HHUYHBIX HAT0ABOK K
(haKTU4UECKUM OTIYCKHBIM
IeHaM, YCTaHOBIIEHHBIM
TTPOM3BOAUTEIIIMHU
JICKapCTBCHHBIX TperapaToB, Ha
JIEKapCTBEHHBIE MpEnaparsl,
BKJIFOUEHHBIE B TIEPEUCHB
JKU3HEHHO HEOOXOOUMBIX U
BaKHEHIIINX JICKAPCTBEHHBIX
pernapaToB

oT No




4. |3aBBIIAIOTCA JIU YacTsk 2 cTaTthu 63
MIPCIICIBHBIC Pa3MEPhI deaepalbHOTO 3aKOHA OT
onToBbIX (po3HUYHBIX) |12.04.2010 Ne 61-D3;
Hag0aBOK K Ilocranosnenue PCT 00
(haKTHIECKUM YCTAHOBJICHUH MPEIeIbHBIX
OTIYCKHBIM TI€HaM, pa3MepoB OITOBBIX HAJ0aBOK U
YCTaHOBJICHHBIM MpeeTbHBIX Pa3MEPOB
MIPOU3BOAUTCIISIMU PO3HHYHBIX HAT0ABOK K
JICKAPCTBCHHBIX (haKTUICCKUM OTITYCKHBIM
IIperapaToB (i LIEHAM, YCTaHOBJICHHBIM
LIEHOBOU TPYIIIbI MIPOU3BOIUTEIAMU
JIEKapCTBEHHBIX JIEKapPCTBEHHBIX MpenapaToB, Ha
TIperrapaToB CBHIIIIE JIEKapPCTBEHHBIE TIPENaparhl,
500 py0. B 11eHax BKJTFOUEHHBIE B IEPEUEHB
TIPOU3BOIUTCIIS) ’KU3HCHHO HCOOXOJIMMEIX U

BAXKHCHIIINX JICKAPCTBCHHBIX
IpenaparToB
oT Ne

[Moanucy autl, 3aOTHSIONINX TTPOBEPOUHBIN JIUCT:

(noxmmcs, ®.1.0.)

(moamuce, ©.11.0.)

*IIpn TpoBENEHWHU KOHTPOJBHBIX (HAA30PHBIX) MEPOINPHUITHI TPOBEPOUYHBIE JIHCTHI
3aMOJHAIOTCA B DJICKTPOHHOM (hopMe MOCPEACTBOM BHECCHHS OTBETOB Ha KOHTPOJBHBIC
BOIIPOCHI U 3aBEPSIOTCSA YCUIEHHBIMU KBATU(DUIIMPOBAHHBIMU 3JIEKTPOHHBIMU MOAMUCAMHU
no/xHOCTHBIX Jull PCT, mpoBoasuX KOHTPOJIbHOE (HaA30pHOE) MEPOIIPUSITHE.

HauvanbHuk oTesa KOHTPOJIBHOU
paboThl yIpaBiICHUS KOHTPOJIbHOU
paboThl U OPraHU3ALIOHHOTO
obecrnicucHust PeruonanbHOM cIysk0bl
no Tapudam PocToBckoit o0nacTu

A.I'. TumoleHko



