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1. Hazuayeuwue

Haunas crangapraas OnepaunoHHas NpoLEAypa ONpeHelseT HOPSJOK  OCYLIECTBICHHSA
(bapmanesTHYECKOTO nHbOPMHpPORAHUS TIOCETHTENEH arrTe Ol OPra’HU3aIlHh.

2. Ilepconan

T'enepaneHbit upexrop

OrsercTBennsIi no KaueCTBY B aNTEYHOH Opranusanmy
3apeyromuit anTexoit/anTeyHnmM IYHKTOM
3aMecTHTENH 3aBEAYIOUIEro AnTeK0l

[IpoBu3op:
DapManeBThI
3. OcueBHbIe TepMunb! 1 oIpeaAeNeHns
DapmaneBTHYECKOE HHpOPMUpOBaHKe — mpenocTaBIcHHE MHQOPMALMHE [OCETHTETIM

aNTeYHON OpraHmM3alMK NP OTIYCKE PELENTYPHBIX MM Ge3PCUENTYPHBIX JIEKAPCTREHHBIX
Npenaparos, Ha3HAYCHHEIX BpaIoM.

4. O6uHe moTokeHus

4.1. Qapmanesruveckoe HHPOPMHpOBaHUe IIPOBOAMTCH  CHEHHANUCTAMH, HMEIOIIMMA
BBICHICE MIH cpegHee (hapMaleBTHYecKoe o0pasosanue, cepTHUKAT crenManmeTa HIH
CBUICTENLCTBO 00 aKKpERHTALHY CIIELHATHCTA,

5. OTBercTBeHHOCTD 1 MOJHOMOYMS

3.1, TenepansHyIif AHPEKTOP HCCET OTBETCTBEHHOCTH 33 HA3HAYEHHE YIIOMHOMOYEHHOIO Mo
Ka4ECTBY B  aNTCUHON OpraHU3alUM, YTBEpKICHHME [OKYMEHTOB, HeoOXOAMMBIX JUIs
OPraHH3aNMH H QYHKUMOHMPOBAHHS CHCTEME] KaueCTBa, TIPOBCUCHHE AayAUTOB CHCTEMEI
Ka4ecTBa,

5.2.  OTBercTBeHHEIT Do Ka4eCcTBy HEceT OTBETCTBEHHOCTH 3a OpraHH3an{l  u
PyurnHOHHpOBaNHE CHOTEMBI KaiecTha B aNTCHYHON opra”nusarmy.

5.2.1. OtsercTBenHEIH 110 Ka4€CTBY MO NPEANMPHATHIO HAa3HAYAETCS IIPEKA30M TeHEePAnLHOro
JMPEKTOPA,

5.2.2. OrBercTBeHHBIN 1O KaqecTBy obs3am  oGecreyuTs CIERYIOIIHE  IIPOLECCEHI
HENOCPCACTBCHHO UMK Yepes AenerupoBatHe MoIHOMOHIL:

- paspaborky ® noamepxanpe = aKTyQIbHOM COCTOSHHM HOKYMEHTOB, HEOGXOXHMBIX Ans
Gy HKUMOHHPOBaRKA CUCTEMBI KaYeCTBa B alTeyHoll OpraHu3aluy;

= CBOCBPEMEHHOE ONOBEINEHHUE PYKOBONUTEIS OPTAHM3ALKMK 000 BCEX U3MEHEHMAX B NPABOROM
PeIyMHpOBanuH B cepe CHCTEMEI KavecTsa;

- MPOBE/ICHHE NEPBUYHOIC H MOBTOPHOTO OGYUEHHS 1 CIEMHATHCTOB aNTeYHOH OpraRu3anuy
TI0 MOPANKY OCYINECTBICHUS (hapMAalleBTHYECKOro HHOPMHPOBAaHUA NOceTUTENe! ATTeYHOMH
OpraHU3aLAH.

53. PyxoBoguTenu anrteumbrx OpraHu3alluif HECYT OTBETCTBEHHOCTSL 3a O3HaKOMJICHME
COTPYNHUKOB nojipasfencHuii  anrtewwol OPTaHM3aUMH C MOPANKOM  OCYIIECTRICHHS
(apmauesTHYecKOTO KOHCYJIBTHPOBaHHUA H (apMaleBTHYECKOro HHDOPMHPOBAHHS MOceTHTE N I
AUTCYHON OPraHU3aLMH, 8 TAKXKE 28 €0 UCIIOIHeHye,
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54. CoTpymHHKH HECYT OTBETCTBEHHOCTH 3a COOMIOAEHHST TOPAAKA OCYINCCTBICHHS
dapmanesTHyecKoro MHQOOPMUPOBAHMS TOCETHTENEH  anTeyHON OpPrdHM3alliH B paMKax
HCTIOMHEHHS AOKHOCTHEIX oDg3aHHOCTEH,

6. JoKyMeHTBI

6.1.  TlepeyeHE TOKyMEHTOR, HEOOXOMMEIX IS OBeCeqe g CHCTEMBI KQueCTBA B ATEYHOM
OpraHu3aiuy:

- [Ipukas o HasHAYEHUY YIIOIHOMOYEHHOTO 110 Ka4eCTBY B aNTEYHOH OpranH3alum;

- CranpapTHas onepanyoHHas mponeaypa mo TOPANKY OCYIIECTBIEHHUS (apMaLEBTHUESCKOrO
HH()OPMUPORAHKS MOCETHTENEH ANTCIHON OpraHH3allyH;

- AKTHI [IPOBEPKH € OTHETOM II0 ayJTUTY CHCTEMbI KAYECTRA;

- [Lnan obyuenuns coTpyiHHKOR anTedHolH OpraHU3alUK H OTYETEL [0 IPOBEACHHOMY 00YUYEHHIO.

7. Ilpouexypni
7.1.  Ilponmeaypa npomenenust hpapManeBTHUCCKOTO HHGOPMUPOBANHS

7.1.1. dapmanesTHueckoe  MH(POPMHPOBAHME  [OCCTHTENS 4alTeYHOH  OpraHM3anuu
OCYMIECTBIIAETCA COINTACHO ANIOPHTMY:



Jns xoro npeaHazHaueH
JII

;

Ha0monaemele cHMITOMBL

Pebenok no 3 net
bepemennas/xopMmanian xxenuuina
1103kuIoH yenogek crapure 75 ner

IMoBnuennoe
BHHMaHe!

Ilpoune kareropun auy

OouH CUMNTOM/CHEAPOM HITH

CUHAPOMBI | HECKOJILKO CHMITTOMOB/CHHAPOMOB
v
JUTHTENEHOCTE W BLIPAMXEHHOCTE
CHMOTOMA/CHHAPOMA/CHMATOMOB/
CHHAPOMOB
IlocneaoBaTentHOCTh MOABIEHHA
CHMITOMOB / CHHAPOMOR
T T S e e i S — v_' T et e sy Cah L e s .
: OueHka cepbe3sHOCTH cHMIOTOMA/ ~) HeoGxoanma an nomown]
; CHHIAPOMA/CHMNTOMOB/CHHAPOMOB Bpaua? ;
\\:'/ / \\
Tepanua no oTHoWICHHIO Tepanus umerollerocs cHMnIToMa/ 2
K HMEIOILEMYCA CUMOTOMY/ CHHIpOMa/cuMNTOMOB/cHHapoMoR |11 Ma Her {=
CHHIAPOMY/CHMNTOMam/ OTCYTCTBOBANA :
CHHIApOMAM i
Tepanus MMerOLIErocs cuMnToMa/ |
CHHIPOMa/CHMIITOMOB/CHHAPOMOR :
ObLTA YCNenHOH i
|
|
Tepanus HMeroLero cumnToMa/ I
CHHJPOMA/CHMINTOMOB/CHHAPOMOE |- 'Vﬁl_"l"vepinm: pPALMOHANbIAT I
Opina HeahdeKTHRHOM : i
{r__t__ Ha Her
V) \ | v
Pexomennainu seizsath CMI] PekoMeHaaiy noceTuTh Bpava E_ dapmMauesTHYECKOE
> HHpOMIpoBanne

N

v

- Hapymenue cosganus

(32TOPMONKEHHOCTb, AC30PHEHTALIHA)

- Hapyuwenne koopauHatum
ABHKENUHA 1 apTUKYJIALHE peun

- KposoTeuenus pasnuunoi
ITHONOrHH (B T.4. poTa KodeliHoh
rywei, aerreodpasieiit yephpii
CTYJI, KPOBOXApKaHbeE)

- Pexxyluas, nasaniad, cxxumaronias
Gone B oluracti cepaua

- Hapywenne putma cepaua (nyitsc
Menee 50 yoapos/MuH 1 Gonee

120 ynapos/mMun

- Hapyuienue asixanus

- UMerowmiics cuMntom/cuuapom/
CHMNTOMBL/CUHIPOMBI He TpeOyIoT
BeI30BA CMI], HO OHM sBNAIOTCH
npossiaeHuem 3adboNeBanng,
TPeOYIOIETo BMEILATEN LCTBA
Bpaya;

- HeapexTuRHAA camocTONTEARHAS
Teparnus

VTouneHHe Tepanun
CONYTCTBYIOILUX
saboseBanui

Ll
Onpenenedue
thapmakoioruueckoil
IPYIING! NpenapaTor B
COOTBETCTBHH C BO3PACTOM,
HMEIOLIUMCS CHMITTOMOM/

Ornyck nexapcTaeHHoOro npenapara/
JIEKaPCTREHHBIX PETIapaTos

hY

Hudopmuposanue o
HATHIHH TOBAPOE,
HMCIOUIMX OAKHAKOBOE
MHH, B ToM uncne
HH{POPMUPORAHKE O
Hamuunu JITL, usmeroimx
Gones HU3KY10 UCHY

<

CHHIPOMOM/CHUMNTOMAMH/

CUHAPOMaMM
\1/

Bribop ontumansHoro
OTC-npenapara/
ontumansusx OTC-
npenaparoB Aas JaHHOTO
NOCETUTENA (CTOMMOCTD,
(opmMa BhlitycKa, KpaTHOCTD
npyemMa H T.4.)

i

Hudopmuposanue o cnocod
TEPANEBTHYECKOM AclicTBHI
B3aUMOACHCTBHY C OpYTUMH

L

OpH ONHOBPEMEHHOM TIpHEM

HX XPaHCHHA B JOMALWIHUX YCIIOBHAX

€ IPHEMA, PEXNHME 1O3HPOBAHHA,
, IPOTHEOOKAZAHHAX,

JIEKApPCTEEHHBIMH NPENapaTaAMH
€ WHIH ¢ IHWEH, npaBuiax ero/




7.2. Tlpoueaypa MpoBe/enus papMaueBTHIECKOTO HHGOPMUPOBAHNS

7.2.1. Tipu nposexeHMU (PapMAlICBTHICCKOrO UHGOPMUPOBAHHs MTOCETUTEIIA anreqHoi
OpraHm3ayBy [pH OTIyCKe Oe3pelienTyPHBIX UM PElENTYPHBIX JTEKAPCTBEHHEIX NPCIIapaToR,
Ha3HAYEHHBIX BPAYOM, dbapMalLepT MWIH OPOBM30OP IPEAOCTABIACT aHOpMAITHID O
TepaneBTHUECKOM ACHCTBHH, criocoBe MpHeMa, PEexVME JIO3UPOBAHUSA, NPOTHRONOKA3AHHAX,
B3ANMOICHCTBAN JICKAPCTBEHHBIX TPENapaTos IpH OJHOBPEMCHHOM HPHEME MEKRY coboii u /
T ¢ TIHITEH, TIPABHIIAX NX XPAHCHHA B JOMAIIHAX yCIOBHSX.

72.72. B ofszaTensHOM Nopsiaxe nHGOpPMUPYET HOKynarenei o Hamu9IuH TOBAPOB, UMCIOLIHMX
oymHakosoe MHI, B ToM uHciIe nHGOPMHPOBAHHE O HAIMIAM JITL, nveromux O0Iee HHA3KYIO

LICHY.

[puxas Munagpaea o7 31.08.2016 N 647w Mpuras Munappasa or 20.04.2025 N 2554

WrhoprpoBarie 0 HaNHIHK 1 LieHE Nnexap- WnthopmupoBarue O HaftMuKK fIeKaAPCTBEHHbIX
CTREHHOTO RDENApara, B TOM YKChe noRy4eHue Npenapatos, WMeHX oANHanoBCe piliH,
B NepBOONEpefHOM NOPAAiKe HHhopMaUMM O Ha-  BTOM unene KHPOPMUPOBAHKE O HANHUMK

U HH nEKaPCTB&HHbIX ﬁpﬁﬁ&pﬁ?ﬂﬂ HUHHEFD NeKapCTREHHBIX npenaparos, WMEIOLLH X Gonee
BeHoROTO cermeHTa HU3R YD BeEHy
UnbopMUPOBEHHE O NPHMEHEHHN NEKAPCTBEH- -

HelX Npenapatos

- Wudopuuposarive o cnocobax npuema, pexu-
MaX AO3MPOBAHHA, TEPANEBTHHECKOM REACTBHM,
NPOTHECTIOKAIGHHAX

- WhopMurpoBatie 0 B3aHMOREACTENH NeKap-
CTREHHBIX NPENaPaToB NPH OAHOBPEMEHHOM
npueMe Mexay cobol u (unw) ¢ rvtged

Wrnipoptauposanie o Apaskiax XpaHeHa MrdoprupoBatiie 0 NPaBUNAX X XpaHEHua
n OOMABIHWE YOAGRRAX

8. Obyuenne

JInsg  Bcex HOBBIX — COTPY/UMKOB npoBoAMTCS  OOyUeHHE  TIOPAJIKY — OCYICCTBACHHA
hapMalcBTHYECKOTO WHQOPMHPOBAHHS TOCETHTEIICH anrTeyHoM Oprasu3atiy.

[TosropHoe 00yderue NPOBOAUTCA HE PEHC 1 pasa B roj.

9. Jlureparypa

1. Ilpuxas M3 PO Ne 2591 ot 29.04.2025 r. "O6 yreepxiacHuM Ilpaun HQUICKAMEH
AITTEYHOM MIPAKTHKH JICKapCTBEHHLIX IPENapaTos I8 MEJTALIMHCKOTO MpYMCHCHHS

2. Tlpuxaz MunucTepcTBa TPy Ad A conpanpRoil 3amuThl Poccuiickoit denepannyt Ne 91u o1
09.03.2016 T. «O6 yrBepKACHAM TPOPECCHOHANBLHOTO CTaHAapTd «I[TpoBH30P»;

3. Tlpukaz MuHHCTEPCTBA Tpy/a U COIMANBHOH 3amuTEl POCCUUCKOH degeparmy Ne 349n
ot 31.05.2021 1. «O6 yrBepXACHIH TpoeCCHOHATBHOTO CTaH/IApTa «DapmalleBT»;

4. denepanbHblit 3akoH Ne 61-03 ot 12.04.2010 r. «O06 oOpaiieHUM JIEKapCTBCIHBIX

CPENCTBY;
5. (demepanbHBll 3aKoH Ne 3723-®3 ot 21.11.2011 1. «O6 ocHOBax OXpaHk! 3M0POBLA

TpaKIaH B Poccuiickoii (PDesiepalii.



10. Jucr ozaakoMIeHs

Ne /i

®HO coTpyaHiKa anTeqHol opraHu3alum

Hara

INoamnucs




