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JAENMAPTAMEHT 3APABOOXPAHEHUS HUBAHOBCKOM OBJIACTH

IIPUKA3
or 16.07.2026 Ne 131

OO0 ycu/1eHHH KOHTPOJIS 32 HCIIOJIHEHH EM
OTIe/IbHBIX HOPMATHBHBIX PABOBLIX AKTOB

B  umensx  ycwieHHs ~ KOHTpPOJ 32  HCIIONHEHHEM  (eIepalbHOro
3aKOHOJATENBCTBA B YACTH COOJNIOAEHMs IIOpAJKa Ha3HAYEHHS JIEKapCTBEHHBIX
npenaparoB, B COOTBETCTBUM co crtathell 16 denmepanpHoro 3akona ot 21.11.2011
Ne 323-03 «O6 ocHOBax OXpaHbI 3JI0pOBbs TpaxkjaH B Poccuiickon ®enepanuu» U
npukasoM Munsnpasa Poccun ot 24.11.2021 Ne 1094n «O6 ytBepxaenuu Ilopsaka
Ha3HAYEeHUs] JIEKapCTBEHHBIX IIpernaparoB, (OpM pelLenTypHbIX OJaHKOB Ha
JieKapCTBeHHbIe TpemnapaThl, [Topsiaka odhopMieHHs yKa3aHHBIX OJaHKOB, X y4eTa U
xpaHeHusl, ¢opM OJIaHKOB pELENTOB, COAEPXAIIUX Ha3HAYEHHE HAPKOTHYECKHX
CPEeJACTB WM IICUXOTPOIHBIX BellecTB, ITopsiika MX W3roTOBICHMS, paclpeleleHus,
PerHCTpalHy, yueTa U XpaHeHus, a Takxke [IpaBmi ohopmiieHHs 61aHKOB PELENTOB, B
TOM 4Yucie B (opme BIIEKTPOHHBIX AOKyMeHToB» (manee — Ilpukaz Ne 1094m)
NpHKa3blBalio:

1.  [lupexTtopy o0OnacTHOro OIOMKETHOrO YUpPEeXIEHHs 3JpaBOOXPaHEHUS
ocoboro Tuna «MeIUIUHCKUH HHGOPMALMOHHO-aHATUTHYECKUN LIEHTP»:

1.1. O6ecneuutp pmo 31.07.2026 pa3paboTKy © pealu3alvio B
rocyJJapcTBeHHOH  HH(GOpPMALHOHHOH cucreMe B cdepe  3apaBOOXpaHEHHUS
«PeruoHanbHas MeAUIMHCKass HHOPMALMOHHAS CUCTEMa CUCTEMBI 3[J]paBOOXPaHEHUS
VBaHoBckol obnacTi» cienyromux (YHKIHUHA ¢ 00si3aTeNbHOM (UKcalel craTyca
03HaKOMJICHHS:

MHGOPMUPOBAHUS B BBIITMCHOM 3IHKPHU3€ H B KOHCYJIFTALIMOHHOM 3aKIIOYSHUH
MALMEHTa COINIACHO IIPUIOXKEHUIO | K HAacTOsIIeMy NIpHUKa3y;

akTa 00 OTKa3e MalMeHTa OT IIOJy4YeHHs JIeKapCTBEHHOro mpemapara (s
MEIMLUHCKUX OPraHU3alyi) COrIacHO MPUIOKEHHIO 2 K HACTOSILEMY MpUKa3Yy;

aKTa 00 OTKa3e NalMeHTa OT IOJNy4YeHHs JIEKapCTBEHHOro Mpemapara (s
anTeYHbIX OPraHU3aLUii) COTIaCHO NPUIOXKEHHIO 3 K HACTOSIIEMY [IPHKa3y.

1.2, Oruutatecs O pesyibTaTaXx IpOJENIaHHOW  paboThl  JUPEKTOPY
JlenaprameHTa 31paBooxpanenus MiBanosckoit o6nactu E.C. JleBunoii 03.08.2026.

2. I'maBHBIM BpadaM yupeXIeHHH 3ApaBOOXPaHEHHS, IOJBEJOMCTBEHHEBIX
HenapramenTy 3apaBooxpaHeHus: VIBAHOBCKOH 00JacTH B3STh HA JIMYHBIA KOHTPOJb
HEYKOCHHUTEJIbHOE COOMIOJeHHe MEAULIMHCKUM IIepCOHANIOM IIyHKTa S5 pasgena I
ITpuxaza Ne 1094H.

2.1. TlpemycmoTpers ¢HKCalMIO OTKa3a MAlMeHTa HIH €ro 3aKOHHOro
MIPEACTaBUTENS OT IOJYYEHHUS JIEKADCTBEHHBIX IIPENapaToB, MEJAUIMHCKUX H3MIENIHii



U(WIM) CNELMATU3HUPOBAHHBIX NPOAYKTOB JI€4eOHOTO IMHTAaHHS ITyT€M 3aIlOJHEHHUS
aKTa, COOTBETCTBYIOIIETO IPHIOKEHHIO 2 K HACTOSIIEMY IpUKa3y.

3. Jlupektopy 06JIaCTHOrO TrOCYAAPCTBEHHOTO YHHUTAPHOTO MpEANPUATHL
«<I)apMaup1;1» YCHJIIUTh KOHTPOJIb OTIIyCKa IIOABEAOMCTBCHHBIMH alITCYHbIMHA
OpraHM3alMsIMH ¥ alTeYHbIMH OPraHU3alMsAMH, C KOTOPBIMH 3aKJIIOYEHO COTJIAIIEHUE
O JBroTHoM oOecreueHHH JIeKapCTBEHHBIMH —TIpernapaTaMH, MeIHIHHCKHMH
N3JCJIMIMHU U CIICHUATIM3UPOBAHHBIMU IPOAYKTAMHU J1eye0HOoro MUTaHMuS OTJeNLHEIX
KaTeropuil rpaxjaH, TMalWeHTaM WIX WX 3aKOHHBIM IIPEJCTaBUTENSM IO
peuentypHbiM 6rankam Ne 148-1/Y-04(JI).

3.1. Opranu3oBaTh QUKCALHIO COTPYAHUKAMHU MOABEIOMCTBEHHBIX alTE€YHBIX
OpraHM3alMii ¥ anTeYHBIX OpraHW3alli, C KOTOPHIMH 3aK/IOYEHO COIVIallleHHe O
JBFOTHOM OOeCIieueHUH JIeKapCTBEHHBIMH IIpenapaTaMy, MEeIUIIMHCKUMH H3JeNTUsIMA
U CIeUHATU3UPOBAHHBIMH INPOAYKTAaMH JIeyeOHOrO IMHTAaHUsS OTHAENBHBIX KaTeropui
rpakiaH, OTKa3a IalMeHTa WK ero 3aKOHHOIO IPE[CTaBUTENs OT IIOJNy4YeHHs
JIEKapCTBEHHBIX TPENapaToB, MEIULUUHCKAX HM3IeTHH H(WIH) ClelHaTU3UPOBaHHBIX
IPOAYKTOB JIe4eOHOro IMTaHUS ITyTeM 3allOJIHEHHS akKTa, COOTBETCTBYIOILETO
IPHIOKEHHUIO 3 K HACTOSIIEMY IIPHUKa3y.

4. KoHTpoJb 3a WCIIONHEHHEM HacTOSINEro IpHKa3a BO3JIOXKHTh Ha
3aMecTHTeNss aupektopa JlemapraMeHTa 31paBooxpaHeHus lBaHoBcko# ob6nacTu
JL.H. bonHap.

Unen [IpaBurensctBe MiBaHOBCKOM .
/
oGnactu — mupexTop JlenmaprameHTa J
3apaBooXpaHeHus MBaHOBCKOH o6sacTi ( 7 é E.C. JleBuHa
h [



[punoxenwue 1

K IpUKa3y

JlenapTameHTa 31paBOOXpaHEHHS
HBaHOBCKO# 061acTi

oT 16.07.2025 Ne 131

HudopmupoBanue nauneHTon
(B BBIMHCHOM SIIMKPH3€ MALMEHTA U B KOHCYJIHTATHBHOM 3aKITIOYEHHH TTALHEHTa)

Pexomennanuu o6cyXAeHb! ¢ AMEHTOM (MM 3aKOHHBIM [IPEJICTABUTENIEM ).

[Tanpent yBelOMIIGH, YTO mpenapaTsl HA3HAYAIOTCS IO MEXyHapOJHOMY
HETIATCHTOBAHHOMY HaMMeHoBaHHIO. [lopsnok nmpuema mpenapaTos, NO3UPOBaHHE U
JJTUTEIIBHOCTD JIEYEHHUs Pa3bsiCHEHbl. PeKOMEH1alluy MOHATHEL.



¥ [Tpunoxxenue 2
K IIpHKa3y

JlenaprameHTa 34paBOOXpaHeHU

HBaHOBCKOM 06nacTtu

ot 16.07.2026 Ne 131

AKT 00 0TKa3€e NallHeHTa OT NOoJIy4YeHHsI JIEKAPCTBEHHOro Npenapara
(2151 METUIHHCKUX OPraHU3alHii)

s, /,

(®. U. O. nanuenTa (MOJIHOCTHIO))

(®.H1.0. 3aK0HHOTO MpeACTaBUTENS, OTIEKyHA (TIOJIHOCTBIO))

I[eﬁCTBy}OHleFO B HHTEpECax NnanueHTa

*
b

(®. M. O. nanuenTa (MOJIHOCTHIO))
«_» rojla pOXIAEHHS, 3aperUCTPUPOBAHHBIM 1O  azpecy:

bl

IIpu OKasaHHuHu MEIUIUHCKON IMOMOIIHA B

(HaUMEHOBaHHE MEIUIIUHCKON OpraHu3alin)
OTKa3bIBAIOCh ~ OT  IIOJIyY€HHUs]  CIEQYIOLIETO JIEKapCTBEHHOro  mpemapara**:

(monHOE HAaMMEHOBaHHUE, NO3UPOBKA, HOpMa BEITYCKa)
MemurHCKIM pabOTHUKOM

(mommxHOCTE, @. 1. O.)
B IIOCTyHHOﬁ JJIs1 MECHSL q)opMe Pa3bsCHEHBI BO3MOXHBIC IIOCJICACTBHUA TaKOro OTKasa,
B TOM YHCJIE BEPOATHOCTb yXy/UICHUs] COCTOSHUS 3[0POBbs, Pa3BUTHs OCIIOKHEHHM
3a00JIEBaHKUS U MHBIX HETaTUBHBIX HOCHCHCTBPIﬁ. Mamue TIOHATHO, YTO JAaHHOE PEIICHHUE
MOXET OTPULIATCJIBHO CKA3aThCsl HAa TEYEHUHU 3aboseBadus U pe3ylibTaTax JCUYCHU.
Sl oco3HAl0 OTBETCTBEHHOCTH 3a IIPUHATOC PEHIEHUE W IIOATBEPXIAar0, YTO
TOJIY4HJI BCIO HEOOXOMMYIO HH(OPMALIHIO IS €r0 PUHSATHSI.

JHara: « » 20 r.

[Moamucek nanuenTa (3aKOHHOTO MPEACTABHUTENS, ONIEKYHA):

Ioanuce MeqUUMHCKOrO paboTHHKA: /

*3anonHAeTCA B ClIyyae, €C/M HHTEPECh! NALUEHTA NIPe/CTABNEHbI 3aKOHHBIMH NPECTABUTENAMH, ONEKYHaMH H T.1L.)

** VKasaTb TOYHOE HaMMEHOBAHME JIEKAPCTBEHHOTO MpeNapaTa, MEIMUWHCKOTO W3IENHs, CMEUMATH3UPOBAHHOTO
TPOAIYKTa JIe4eOHOro MUTaHMs (MEXAYHApONHOE HEMAaTeHTOBAHHOE HAUMEHOBAHUE), NO3MPOBKY H dopmy (Tabnetku,
PacTBoOp H T.I);



IIpunoxenue 3

K [IpHUKa3y

JlenapramMeHTa 3{paBOOXpaHeHHUs
HBaHoBCKOI 06acTu

oT 16.07.2026 Ne 131

AKT 00 0TKa3€e NalHeHTa OT NOJIyYeHHsI JIEKAPCTBEHHOr0 Npenapara
(aJ1s1 anTeYHBIX OPraHU3aLHii)

(®. U. O. manuenTa (MOJHOCTHIO))

(®.1.0. 3aK0HHOTO NpeaCcTaBUTENs, OIEKyHa (IIOJIHOCTHIO))

I[eﬁCTB}’IOH.ICFO B HHTEpECaX nanye”HTa

£
b

(®. M. O. nanuesTa (MOJIHOCTHIO))
« _» rojla pOXKJEHHs, 3apEeruCTPUPOBAaHHBIA IO  ajpecy:

S
OTKa3blBAlOCh ~ OT  MOJYYEHHs  CIEMYIOLero  JIeKAPCTBEHHOro  mpemapara**:

(monHOE HAUMEHOBaHHeE, J03UPOBKA, POpMa BBIITYCKa)

B anTe4YHOM OpraHu3anyu

(HauMeHOBaHHE aNTeYHOH OPraHU3aLIHI)
CoTpyAHUKOM anTe4YHOM OpraHU3aIMN

(momxHoCTB, @. 1. O.)
B HOCTYHHOP‘I JUIsT MEHS (i)OpMC Pa3bsACHEHBI BO3MOXKHBIE ITOCJIEACTBUS TaKOI'o OTKasa,
B TOM 4YHCJIE BEPOATHOCTH YXyAlICHUA COCTOSHHS 310pOBbsl, Pa3BUTHUA OCJIOKHEHUH
3a00JieBaHus U HHBIX HEraTUBHBLIX HOCHeHCTBHﬁ. Msue IIOHATHO, YTO JaHHOE PEIICHUE
MOXET OTPHLATEJIPHO CKa3aThCsl HA TEYCHUU 3aboeBanus U pe3yJibTaTax JICYCHHU.
51 ocosHaro OTBE€TCTBEHHOCTh 3a IIPUHATOE PEIICHHUE U IIOATBEPXKIAK0, YTO
TOJIyYHJT BCIO HEOOXOIUMYIO HH(POPMALHIO JUISl €r0 PHHSATHS.

Harta: « » 20 r
[Moanucek nanuenTa (3aKOHHOTO IIPe/ICTABUTEIISL, ONIEKYHA): /
[Moxnucek coTpyqHMKA anTeYyHOM OpraHU3aLUH: /

*3anonnsetca B cyyae, €CliM MHTEPEChI NALMEHTA NPEACTABIIEHb 3aKOHHBIMH TIPECTABUTENAMH, OMEKyHaMH U T.I1.)

** VkasaThb TOYHOE HaMMEHOBAHME JIEKAPCTBEHHOTO MpENapaTa, MEIMUWHCKOTO H3JeNus, CreLHMATH3NPOBAHHOTO
TPOIyKTa JIeYeGHOrO MUTaHHs (MeXIYHapOIHOE HENaTeHTOBAHHOE HAMMEHOBAHHE M TOPrOBOE HAMMEHOBAHHE),
NO3UPOBKY U (hopMy (TabneTku, pacTBOp H T.N);



