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1. Tepmunsl, onpeaeeHHsi, COKpalleHH.

Buyrpennuii ayiMT —5TO BCECTOPOHHMI AHANH3 ONEpaUMii W MPOLECCOB LIS MPOBEPKU
coOmoneHHs HOPMATHBHBIX TPeOOBAHMY, HE33BHCHMEBIN aHANH3 NEATENLHOCTH OpPTAHH3ALMH,
KOTOpas 3alllHIlaeT UHTEpechl COOCTBEHHHKA OT TOCNTECTBHI MOIICHHHUYECKHX CXEeM U
HE3AKOHHBIX OTICPAIIHIA.

OneHka BCIJ(IJEKTHBHOCTH — OCYIIECTBJICHHE JKCIIEPTHRIX OLICHOK Pa3IHYHBIX CTOPOH
(I)yHKI.II/IOHPlpOBaHI/IH OpraHH3alii, a TAaKXe IIpPpeaoCTaBICHHE 000CHOBAHHBIX HpClIJIO)KeHHﬁ 1o
X COBCPIICHCTBOBAHHI)

dapMaueBTHYECKAN OPraHA3alHs (KOMIAHANA) - OPraHU3AUMSs, HMEIONIAs Pa3pelIHTeILHbIH
JOKYMEHT Ha OCYIICCTBIICHHE PO3SHUYHON TOPTOBIM JICKAPCTBEHHBIMH TIpeapaTaMi, XpaHeHHe,
HEPEBO3KY, PeaTH3aliIO JIEKAPCTBEHHEIX MPENapaToB /Uit MEIUIIMHCKOIO IPAMEHEHHS, a TAKKE
JIPYTUX TOBAPOB AlTEYHOTO ACCOPTUMEHTA Yepes alNTeUHBIE Opranu3aluy;

AnTeunan opraHA3alHA- cCyOLEKT PO3HUMHOM TOProBIHM (AlTeKa, alTeYHEIH IYHKT), BXOMIITHI
B COCTaB KOMITAHHH;

Hagnexamana anreumast npaktuka (HAII) - wacts cucrembl obecledeHHS KauccTBa,
rapaHTHPYIOIas Ka4eCTBO JIEKAPCTBEHHBIX MpelapartoB Ha MPOTSHKEHHH BCEX DTAlloB
XKU3HEHHOTO IHKNA NPOAYKIMH, BKJIIOYas IPHEM, XPAHCHHE, TPAHCIIOPTHPOBKY, PO3HHUYHYIO
pealH3allii0 HACEJICHHIO JICKApCTBEHHBIX IPENaparoB, a TaKXe OTIYCK OPraHM3aiiuM,
OCYILECTBIAIOUINX MEJHIMHCKYI) JIEATEIHHOCTD;

KawectBo dapmanesTHdeckoli NOMOIMM — YPOBEHR COOTBETCTBHS  OKA3BLIBACMOM
(hapManeBTHUECKOH NOMOIIM CTaHIAPTaM, YTBCPKICHHBIM YMOMHOMOYEHHBIM OpraHOM M
YCTAHOBNICHHEIM HA OCHOBE COBPEMCHHOIO YPOBHA Da3BHTHSA (BapMalleBTUUECKOH HayKd U
TEXHOJIOTHH;

Cucrema kauectsa (CK) — coBOKYNHOCTE OPraHM3alHOHHOM CTPYKTYpHI, METOIHK, IIPOIICCCOB
H pPeCypcoB, HeOOXOIMMEIX I OOIIEr0 PYKOBOACTBA KAYECTBOM, HAMpaBIeHHAA Ha cOONIONCHHE
Tpebopanuii IIpasun HATT,

Yuopasienue kakecTBOM - METOABI B BHABI JACATENBHOCTH, MCIONL3YEMbIE /I BHIIOIHEHHS
TpeGOBaHMH 10 Ka4ecTBY M HAaNpPAaBICHHBIE HA YHPABIEHHE IPOLECCOM, YCTPAHEHME HPHHHH
HCYAOBIETBOPUTEILHOTO QYHKIMOHHPOBARKA HA BCEX ATAIaX XU3HEHHOTO [IMK/A IPOIYKIHH;

BuyrpeHHuil KOHTPOJIL — DTO NpoINECe, HAIPABICHHEI! HA JOCTHKEHHE JOCTATOUHOTO YPOBHS
YBEPEHHOCTH B TOM, 4TO KOMIIaHHs ofecnednBaeT: dPeKTUBHOCTE U pe3yNbTATUBHOCTE CBOCH
JCATENBHOCTH, COOTBETCTBHS JCATENBHOCTH TPeOOBAaHHAM ZCHCTBYIOIETO 3aKOHOAATE/IBCTRA.

KoMucenss mo BHYTpeHHeMY KOHTPOIO KAYECTBA KOMIIAHHH —COCTAB COTPYIHHKOB
KOMITAHHH, KOTOpblE MOTYT BEBICTYNATh 3KCIEPTAMH B OOJaCTH KauyecTBA ¥ BHYTPEHHETO
KOHTpOIA, HasHaueHHbIC [Ipukasom PykoRoguTens KoMIIaHMH.

Ipenynpesxxaaomee pgeficrsme — feiicTBHe, NPENUPHHATOE IS YCTPAHGHHS TIPHYHHBI
NOTEHIHAIBHOTO HECOOTBETCTBHA HIIH APYTro NMOTEHIHAIBHO HEXKENATeNRHOW CHTYAIUH.

Koppexrupyromee aeiicteme - fgelicrBhe, NpeANPHHATOE I YCTPAHEHMS IIPHUMHEI
00HapYKEHHOI'O HECOOTBETCTBHSA MIH APYroi HEXeIATeNbHON CHTYaIWH.

2. O6mue cBexeHus

JlaHHast AHCTPYKLMA PacHpOCTPaHAECTCH Ha BECh MEPCOHAN (apMaNeBTHUECKOH OpraHu3alii.

PykoBogurens — oprammsamuu  HA3HAYaeT MU0,  OTBETCTBEHHOE 33 CHCTEMY
Ka‘-IeCTBa/YHOHHOMO‘-IeHHOFO o KavdecTByY, B 0bg3aHHOCTH KOTOPOIQ0 BXOAHT OCYHICCTBIICHHEC
BHYTPEHHETO KOHTPOJIA Mo COOMIONSHHIO IIPaBHN HaIeKallelt anTeuHoM pakTHKH, YTBEPKIAeT
COIl nmo npoBeleHMIO BHYTPEHHMX NPOBEPOK (RHYTPEHHHIl AyluT), HeoOXOAMMEbIE UIAHLI-



rpaduxy.

Pyxopopurens cyObpexTa (apMalneBTHIECKOH OpraHH3anuu o0eCIieunBaeT MNpPOBEICHHE
ananH3a CODIOICHAS IONUTHKY B LeNei JeITeNbHOCTH, aKTOB BHYTPEHHUX ayIMTOB U BHEIIHHX
IIPOBEPOK € LE/TBIO COBEPLICHCTBOBAHNA NIPEROCTABIIACMBIX dapmManeBTHUECKHX YCIIYT.

VIIONHOMOYEHHBIH MO KaudecTBYy (OTBETCTBEHHOE JHMIIO 3a CHCTEMY KadyecTsa) HECCT
OTBETCTBEHHOCTD, 33 pa3paboTKy U csoeBpeMeHHyIo akTyanusanuio COII o nposepkam, dopm
AKTOB BHYTPEHHMX [IPOBEPOK, 3a IIPOBEJEHMC BHYTPEHHMX TIPOBEPOK, 33 MCpenady
MH(pOPMAITHH O BBIABICHHBIX 3aMEYaHHAX, HEJOCTATKAX PYKOBOIUTEIIO OPraHU3aluH.

B cnydac BBIABICHHA HapylleHHs TpeOOBaHMH u3-32 HeCOOMIONEHHS NAaHHOW MHCTPYKUHH
yiepd OyAeT BO3MEINATHCA 3a CHEeT BHHOBHBIX JIHIL. [Tox BHYTpEeHHCH IMTPOBEPKOH/ayIHTOM B
nanHoM [lopsaxe uMeeTcs B BHIY CHCTEMAaTHUECKHH, HE3aBUCHUMBIA H JTIOKyMEHTHPYEMBIH
NpOLEce TMOTydeHHS OOBCKTHBHBIX CBUICTENBCTE M UX OOBEKTMBHOIO OUCHUBAHMA UL
YCTaHOBIIEHHS CTENICHU COOTBETCTBUSA KPUTEPHAM ay/InTa.

BHyTpenHuil aygur POBOZMTCH C MENBK BHUBICHMA HEJOCTATKOB [0 BBIIOJIHCHHIO
TpeGoBAHUH 3aKOHOIATENILCTRA Poccuiickoii @enepaltvy.

BHyTpeHHHUI ayauT NPOBOJMTCA TAKKE C LE/IBI0 AHANTH3A MPHIHH BO3HUKHOBCHUS HapymeHH i
(HexBaTKa mepcoHana, OyMaXKHEIH IOKYMEHTOOOOPOT, yegoBeyeckuit Qgakrop W TIL) H
BBIHECEHHS PEKOMEHAIMH [0 KOPPEKTHPYIOIHMM U IIPEAYIPEKAAIONHM ICHCTBHAM.

BHyTpeHHHA ayouT JO/KeH [POBOIMTHCH HE3aBHCHMO M TIUATEIBHO  CIEHHMAIBHO
Ha3HaueHHBIMH PYKOBOAMTENEM CyOBEKTa POIHMYHOM TOPrOBIM JHLAMH, COCTOSNNMH B 1ITATE
cy6BeKTa PO3HMYHOM TOPIOB/IM 1 (M) IPHUBIEKAEMBIMA Ha JOTOBOPHOH OCHOBE.

[To pemeHHIO pPyKOBOZUTENs CyObeKTa PO3HHYHOH TOPIOBIM MOXCT OBITH IpPOBEACH
HEe3aBHCHMBIIT ayUT, B TOM 9HCIIE IKCIEPTAMM CTOPOHHUX CyOBEKTOB PO3HHYHOMH TOProBIM.

B cOOTBETCTBHH ¢ PYKOBOJACTBOM IO Ka4eCTBY, IOJTMTHKOH B 00NMacTH KavecrBa OpTaHH3alHs
JOJKHA TPOBOAHTE BHYTPCHHHE ayUThl YEpe3 3arllaHYPOBAHHBIE MHTEpPBAILI BPEMCHH JUIA
monyuenus HHGOPMAlMH, YTO CHCTeMa KaueCTBAa COOTBETCTBYET cobcTBeHHBIM TpeOOBaHHAM
OPTaHH3a0UHU K €€ CHCTeMe MEHEDKMERTA Ka4eCTBa, NPABHIAM HAUIEKAIINX NPAKTHK, a TaKkKe,
4TO CHCTEMA KauecTBa Pe3yILTaTHBEO BHEAPEHA H PyHKIHOHUPYET.

Pezynsrarsl BHYTpeHHETO aynuTa 0QopMIIIOTCA T0OKYMEHTAIBHO.

B OTHOIIEHHH KaX(0ro HapyIleHHs YCTAHOBIEHHBIX TPeOOBAHMH, [POBOJHUTCA BHYTPCHHAA
MPOBEpKa ¥ Pa3spabaThIBAIOTCA KOPPEKTUPYIOIIHE IEHCTBUSA C LETbI0 yCTPAHCHUA BRIABICHHLIX
HapyILIEHUH

Opranuzauus 10/DKHA:

a) ITAHUPORATE, pa3pabaThIBaTh, PEATA30BBIBATE H TOANEPKMBATL B AKTYalbHOM COCTOAHHH
fporpaMMy(MbI) ayIHTOB, BKIOYAs MEPAOAMYHOCTh B MCTOIBL IPOBEACHUSA ayJIUTOB, A TAlOKe
OTBETCTBCHHOCTh, [UIAHHPYEMEIE I LPOBEPKH TpeOOBAaHHA M NPEROCTABICHHE OTYCTHOCTH.
TIporpaMMma(Mbl) ayIMTOB JOIDKHA(bI) paspabarbiBarbCsd € YYETOM BKHOCTH MPOBEPACMBIX
[POLIECCOB, H3MEHEHHA, OKA3BIBAIOIIMX BAHAHIE KA OPTAHM3ALMI0, U PE3YNETATOR UPSBIAYILIMX
ay/(MTOB;

6) Onpe/eNATh KPUTEPHH ayauTa ¥ 001aCTh IPOBEPKH JULL KAKIOTO ayAUTa,

B) oTOMparh ayfUTOPOB W MPOBOJHUTE YIHTHL TaK, 4yroOBl 00ecneuHBaIack 0OLEKTUBHOCTE H
GeCIIPHCTPACTHOCTE NIPOIlecca ayuTa;

r) ofecrmeunBarh INepefayy MHpOpMANMM O pO3YIBTaTaX ayAUTOB COOTBETCTRYIOIHAM
PYKOBOAUTEIAM;

X) OCYWECTBIATh COOTBETCTBYIOLIYIO KODPEKIHIO H KOPPCKTUPYIOLIHC neiicreus  0e3
HE0OOCHOBAHHOM 3a7ePXKKY;

€) PETrMCTPHPOBaTh M COXPaHsTh JOKYMEHTHPOBAHHYIO uH@opMaIM0 KaK CBHICTEIBCTBO

peANH3aIHH [[POIPAMMEI ayMTOB H TOYHCHHBIX PE3Y/IbTaTOB ayHTOR.



Ananus co cmoponst pykosoocmea
PykoBonnTeNb OpranmM3anmy JODKEH aHAIM3HPOBATh 4Yepes 3amIaHUupPOBAHHLIE HHTEpPBAJIBI
BPEMEHH CHCTEMY Ka4eCTBa B 1eTaX 0OeCIeUeHHS e¢ IOCTOSHHOM IPHIOTHOCTH, aXE€KBaTHOCTH,
PE3yIBTAaTHBHOCTH H COTNIACOBAHHOCTH CO CTPATErHYeCKAM HAIIPaBICHHEM OPraHu3alHH,
PyxoBomutens  cyObekra  pO3HHYHOM  TOPTOBAM  JO/KEH  HOCTOSHHO  ITOBBIILATE
PE3YNETAIHBHOCTh CHCTEMBl KAUECTBA, HMCHIONB3YS B TOM 4HCIE Pe3yIbTaThl BHYTPEHHETO (H
BHEIIIHErO) ayANTa, aHATH3 JAaHHBIX, KOPPEKTHPYIOUIME U ITPEAYIPEKIAIONME ACHCTBH.
Bxoanble JaHHBIE AHAIN3A €O CTOPOHLI PYKOBOACTBA
AHajIH3 CO CTOPOHBI PYKOBO/ICTBA JOJDKEH IUIAHHPOBATHCS M BKIIFOUATE B Ce0S PACCMOTPEHHE:
a) cTaryca JIHCTBHI O pe3ynbTaraM NpebIIyIIHX aHaAIN30B CO CTOPOHKI PYKOBOJICTBA;
0) H3MeHeHU I BO BHEIIHUX U BHYTPCHHUX (aKTOpax, KACAFOLMIMXCS CHCTEMbI KAYeCTRa,
B) uadGopManyK 0 pesyasTaTax ACATCNBHOCTH U pe3yIBTATHBHOCTH CHCTEMDLI KauyccTBa,
BKJIIOYas TEHACHLMH, OTHOCSIIIHECS:
1) K yIOBNETBOPEHHOCTH MOTpedureNnedf M OT3BIBAM OT  COOTBETCTBYIOIIHX
3aUHTEPECOBAHHBIX CTOPOH,
2) cTeneHH DOCTHXEHMA LeNeH B 061acT KauecTsa;
3) nokazarensM IPOLECCOB U COOTBETCTBUIO MPOYKIMK M YCIIYT;
4) HECOOTBETCTBHAM M KOPPEKTHUPYIOLIUM ACHCTBHAM;
5) pesyiapTaTaM MOHUTOPHHIA H H3MEPEHHIH;
6) pe3ynbTaTam ayguToR;
7) pe3ynsraraM AesSTeNIbHOCTH BHEIIHUX OCTABIIMKOR;
I') 1OCTATOYHOCTH PECYPCOB;
X) pe3yIBTaTHBHOCTH ACHCTBHH, HPeANPHHATEIX B OTHOIIEHHH PHCKOB H BO3MOKHOCTEIH;
€) BO3MOXHOCTSM JUIS YIIYYIHEeHHUS.
BrixogHble JaHHBIE AHAJIM3A CO CTOPOHBI PYKOBOACTBA
BrixojiHble NaHHEIC aHAM3a CO CTOPOHBI PYKOBOZCTBA JOJDKHB! BKJIIOYATE B ce0sl PELICHUS 1
IeHCTBHA, OTHOCAILIMECH;
a) K BOBMOXKHOCTSM J(JIsl YIYUIIeHHS;
©) moOLIM HEOOXOIMMBIM H3MEHEHHAM CHCTEMEI KA4eCTBa;
B) OTPeOHOCTH B pecypeax.
Opranusauus J0/KH PETHCTPUPOBATL H COXPAHATH TOKYMEHTHPOBAHHYK) HH(OPMALHMIO KAK
CBHACTENBCTRO PE3YJIBTATOB AHANH30B CO CTOPOHBI PYKOBO/ICTEA.
Hecoomeemcmeun u koppexmupyrowiue deticmeun
IIpu nosiBeHHH HECOOTBETCTBHHN OpraHu3aLUs JOIIKHA:
a) pearupoBark Ha JaHHOE HECOOTBETCTBUE M HACKOIBLKO MPHMEHUMO:
1) NpennpruaEnMars JlEfICTBPIH IO YIIPaBJICHHIO H KOPPCKIIHH BBIABIACHHOI'Q HECOOTBCTCTBHA,
2) npeanpHHEMATE AeHCTBHA B OTHOLICHHAH [IOCIIE/ICTBHIA TaHHOTO HECOOTBETCTBHA,
©) oueHHBaTh HEOOXOAHUMOCTD JCHCTBHI 110 YCTPAHSHHIO IPUYHH JAHHOTO HECOOTBETCTBHS C
TeM, 4TOObI M30€kars €ro MOBTOPHOTO IOSBICHHS WM MOABICHHA B JIPYrOM MECTe
HOCPEJICTROM:
1) ananu3a HECOOTBETCTBHA,
2) onpenieneRus NPHYKH, BHI3BABIUNX MOABICHHE HECOOTBETCTBUS;
3) omnpefeneHuss HaNMYHA AaHATOIMYHOIO HECOOTBETCTBHUS MM BO3MOYXHOCTH €ro
BO3HMKHOBEHUSA [Ne-nH00 elle;
B) BHIIOJIHATE Bce HECOOXOMHMEIE JEHCTRHS;
I} [POAHANHU3NAPOBATH DE3YABTATHBHOCTE KAXJIOTO MPENIPHHATOI0  KOPPEKTHPYIOILETO
JCHCTBHS,
1) aKTyalM3HpOBaTh LPH HEOOXOAMMOCTH PHCKH M BO3MOXHOCTH, OIIpe/ICNIEHHBIE B XOI€E
IJIAHUPOBAHKA;
€) BHOCHTE IIPH HEOOXOAMMOCTH H3MEHEHHS B CUCTEMY KAa4ECTBa.
Koppextupyromue neffcTBHs  NONMXKHEI  COOTBETCTBOBATH  I[IOCHEACTBHAM  BBLIBICHHBIX
HECOOTBETCTBHIA.



Oprauuzanys J0DKHA PEruCTpUpOBaTh U COXPAHATh JIOKYMCHTHPOBAHHYIO nHbOpMaLHK) Kak
CBHJIETEILCTBO!

a) XapaKTepa BLLABICHHBIX HECOOTBETCTBHH M OCICAYIOMINX IPCAMPHHATEIX IeHCTBUI;

) pe3y/IBTATOB BCEX KOPPEKTHPYIOIIMX JeHCTBHH.

3.0Opranusanug BHYTPEHHETO Ay IMTa

3.1. llnanuporanue

3.1.1B KOHIle KalCHIApHOIO Troja HayaJIbHRKAMH ~ OT/IEJIOB,  CICLHAIHMCTAMH
agvuEncTpatiBHoTo nepconamy OI'VIT «Jlumenkdapmauns» paspabarsBacTCa mnaH-rpaduk
BHYTPEHHHX  TPOBEPOK  (apMalleBTHYECKHX  OpPraHM3alHd  DPE/UIpUATHA, KOTOPBIH
COITTACOBBIBACTCA € 3aMECTUTC/IIMHM TeHepalbHOIo JIHPEKTOpa M YTBEPXKAAETCA TeHEpalbHbIM
AMPEKTOPOM TIPEIIPUATHS.

3.1.2. YioigoMoueHHbI [0 KauecTRy B (apMaleBTHHYeCKo#l opraHM3anuu paspabarbiBaeT U
YIBCPAAAET MUIaH-TpaQUK BHYTPCHHHX TPOBEPOK (apMAllCBTHUSCKHX OPraHH3AlMH, B TOM
yHclle CTPYKTYPHBIX OApaseieHutii.

3.1.3. B mane-rpadyKe BHYTPEHHMX HPOBEPOK YCTAHABIMBACTCA: TEMA MPOBEPOK, OGBEKTHI
TIPOBEPOK, IEPHOIMYHOCTE [IpoBeeHHs (He pexe 1 pasa B 6 MECAIIEB), OTBETCTBEHHOE JIMLO H
ap. (ITpunoxerue Ne 1)

3.1.4. Tlpm cocraBieHHM IUas-rpadMKa YYMTHIBAFOTCA PE3YIBTAaThl HPEMICCTBYIOMICTO
BHYTPEHHETO ayJHTa, IIPOBEPOK KOHTPOIKPYIOMIHX OPTaHOB.

3.1.5. Tlpu cocTapieHWH IaH-rpaduKa TPOBEPOK YHHTHIBACTCA ILIAH MPOBCPOK HAX30PHBIX
OpraHoB Ha CHNEAYIOMME Iofl, pa3sMelleHHBIA Ha calTe ['enepansroit mpokypatypsl P®. Tlpu
pa3sMeIICHHM  IUlaHa TpoBepok  Ha  caiite  IemmpoxypaTyphl P®  creuvanucThl
a/IMAHHACTPATUBHOTO  IEpCOHANA  MPEAUPHATHS TO  MPHHANICKHOCTH HHQOPMHPYIOT
pyKOBO/IATeNeH (AapMAICBTHYECKUX Opranusanui o TpeacTosmed NpoBepke mbo 06
OTCYTCTBHH TUTAHOBBIX IIPOBEPOK OPraHH3allNH B CIE/(YIONIEM TOAY.

B ciyuae ecnd OXHAAIOTICA NNAHOBGHIE MPOBEPKH HAI30PHBIX OpraHOB, B naH-rpagux
BHYTPEHHMX IIPOBEPOK B 0043aTeNIBHOM MOPS/IKE BKIFOYAIOTCA T¢ CTPYKTYPHBIC MOAPA3IeICHUA,
ajipeca KOTOPHIX YKa3aHbl B TUTAHE TIPOBEPOK. 110 BO3MONKHOCTH CPOK IPOBENCHUS BHYTpEHHEH
TPOBEPKY YCTAHABIMBAETCS HA 2-3 MECsLA PAHBIIE [ITAHOBOH MPOBEPKH HAA30PHLIX OPraHoB.
3.1.6. PykoBomutensM cyOBEKTOB HA3HAYHTH JIHLI, OTBETCTBECHHBIX 32 BHCAPCHUE X obecreueHne
cHCTEMBI KAuecTBa. Y TREPINTh MaH-TpaQHK BHYTPEHHUX IIPOBCPOK.

3.2. JlokyMeHTaJLHOE 0(pOpPM/IeHHE BHYTPEHHHUX HPOBEPOK

32 1. HauaJbHUKAME OTJEIOB, CIELMANHCTAMH aAMHHMCTpaTuBHOTO mnepcoHamu OT'VII
«JIunenkbapmMauus», YIOJHOMOYEHHBIMH IO KadCCTBY B (hapManeBIHIeCKOR OpraHu3alHu
pa3pabaTbIBAOTCS H YTBEPKAAIOTCA 10 NPHHAIICKHOCTH topMsl AKTOB BHYTPEHHHMX NPOBEPOK,
KOTOpEIE SB/ISIOTCA COCTABHON YaCThIO NOKYMEHTALMH CHCTEMBI KaUeCTRA.

B AKTHI BHYTPEHHHX MPOBEPOK CiIENYET BKIOYAThH BONPOCHI, KacarollMecs MEPCoHaIa,
noMemennii, OGOPYIOBaHHA, MAOKYMEHTAllMM, COOMIONCHHA [IPAaBWI TOPTOBIH TOBAPAMH
ATITEYHOr0 ACCOPTHMEHTa, Mepompusatuii mo pabore ¢ OT3pBAMH M IPEAIOKEHMAMHU
nokynareneil, paGoTEl [0 BBIABICHHMIO hanpcuduIMpPOBAHHEIX, HENOOPOKAYECTBEHHBIX,
KOHTpaaKTHHIX TOBAPOB ANTEUHOrO ACCOPTHMEHTA M IPYTHE BOMPOCHL.

3.2.2. JIOKYMEHTBI, COCTAB/IEHHEIE IO PE3YNbTaTaM BHYTPEHHHUX IPOBEPOK, AOJDKHAI BIIIIOHATE B
cebq BCIO HONYYEHHYIO MH(pOPMAIMIO U MPEANIONEHHUs 110 He0OX0IMMEIM KOPPEKTHPYIOIIHM

MEeUCTBUAM.
3.2.3. AKTHI BHYTPEHHHX TIPOBEPOK HO/IIMBAIOTCS B XPOHOJIOrHYECKOM ITOPAIIKE H XPAHATCH ¥

JIHn, HpOBO,ILI/IBIIIHX OPOBEPKY B TEUYCHHE 3 nIeT.
3.3. KoppekTupyioiuie # npeIynpexIaomue NeHeTBHs
3.3.1. Koppextupyroupe H OpeAyNpekAarolue IEeHCTBHS MNPOBOJATCA 10 peE3yibTaraM
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NPOBCPKH B LCIAX YCTPAHCHHA HCCOOTBECTCTBHA, NPHYHMH KX MOBICKIIHX, a TAKXKE HNPHYKH
NOTCHIMHAILHOTC HECOOTBETCTBHA.

3.3.2. JIuuo, oTBercTBeHHOE 33 NPOBEPAEMYI0 00JacTh AEATENBHOCTH B (hapMalcBTHUYCCKOM
OpraHM3alluM, JOIDKHO O0eCHeyuTh He3aMejUIMTEIEHOE BBINOMHEHHE KOPPEKTHPYIOMHX M
NPEeRyNpexIAIUX JCHCTBUH H NPeNOCTABUTE HHGOPMAITHIO O BBHIMOIHEHHH 3aMEYaHuil u
NPEUIOKEHNH TPOBEPSAIONIEMY JHILYy B CPOKH, YKa3aHHBIE B aKTE MPOBEPKH.

3.3.3. HavaneHWMKH OTAENOB, CHOENHANHCTEl aJAMHHHCTpaTHBHOrO nepconamu QI'VII
«Jluneuxpapmanua» B ciayuae HeoOXOAZMMOCTH [JOBOAAT JO CBe/ieHHA (hapMaueBTHYECKUX
opraHusanuii MHQOPMAalHIO O BEHIABICHHBIX HAPYIIEHWAX [0 PE3YyJIbTATAM BHYTPCHHUX M
BHEIIHUX IIPOBEPOK.

3.3.4. YnonnoMO4CHHBIE 110 KA4eCTBY B (PapMalleBTHYECKOH Opraui3allMy J0BOAST JO CBEICHHA
pabOTHUKOB ()apMallEBTHUECKUX OpraHu3aliiii, B TOM 4YHC/Ie CTPYKTYPHBIX IOApa3IelcHHIA,
nH(pOpMaIMIo 0 HEOOXOMHMBIX NpPEAYNPEXTAOMMX H KOPPEKTHPYIOWAX ACHCTBHAX 110
YCTPaHEHHUIO (HEAOYIIECHHUIO) HapyLIEHHH TpeOoBaHMH.

3.3.5. Ilpn ouenke HEOOXOOMMOCTH M IenecoOOpasHOCTH IIPUHATHS COOTBETCTBYIOMIHMX
KOPPEKTHPYIOIIMX M NPeAyNpeXAalollX Mep B0 H30eXKaHHE MNOBTOPHOTO BO3HHKHOBEHMS
AHANOTHYHOIO HAPYUICHUS YUHTHIBAETCS:

-BO3MOKHOCTH HAHECCHUS Bpelia U 370p0Bbs NOTpeOHTEIM;
-NOABJICHHE YIPO3BI MIOPUM IIPOAYKIMH BCIIEACTBHE HAPYIISHHH YCIOBHH XPaHEHHS K Ap.;
-[10ABJIEHHUE YIPO3BI YTPATH HMYIIECTRA;

-BO3MOMKHOCTD IIPUBJICYCHUA 38 JAHHOC HAPYIICHHE K a,I[MHHHCTpaTHBHOﬁ OTBCTCTBCHHOCTH HITH
NIPHOCTAHOBIICHHE AeficTrUS NHIIEH3HH Ha CPOK Ao 90 CYTOK.

3.3.6. AHamM3  pe3yNFTATHBHOCTH MPSAYNPCKIAOMMX W KOPPEKTHPYIOIMHUX acicTRuit
TIPOBOTUTCA COBMECTHO CIIEIHAINCTAMH, IPOBOJUBIIIMMU IIPOBEPKY, H JIHIOM, OTBETCTBEHHBIM
3a IIPOBEPACMYIO 001aCTh AEATENPHOCTH B (hapMaleBTHYECKON OPraHU3aIliH, OCHE IPOBEEHUS
TOBTOPHBIX BHYTPEHHUX IIPOBEPOK, a TAKXKE IIOCIIE MPOBEPOK KOHTPOIHUPYIOIIMX OPraHoB.

3.3.7. Mepsl, npeanpuHuMaeMble IO Pe3ynsraTaM MPOBCACHHOrO BHYTPEHHETO ayaHTa, TAKKe
oopMIAIOTCA TOKYMEHTANBHO M XPAHATCA B XPOHONOTMYECKOM IOPSAKE Y OTBCTCTREHHOTO
JNHIA B TEICHHUE 3 JIET.

3.4. IIpoBenenne aHAIN3A PE3Y/ILTATOB BHYTPEHHHX 2YAUTOB H BHENIHHX MPOBEPOK

34.1. HavanepHuKM OTJC/NOB, CHENHANUCTHI AJMMHHCTPATHBHOTO mepcoHaMm OT'VII
«Jlunenxdapmaunay, YOOTHOMOYEHHBIC IO KadecTBY B (JapMAlCBTHYECKON OpraHH3aIUH
[IPOBOIAT aHalu3 Ppe3ylbTaTOB BHYTPEHHHX H BHCUIHHX IPOBEPOK B  LEMX
COBEPIICHCTBOBAHMS IIPEIOCTAR/IAEMBIX (PapMalEBTHYECKHX YCIIYL.

34.2. YcraHOBNEHME NpUYMH HapymeHMH TpeGOBaHHMI HOPMATHBHBIX [IPABOBHIX AKTOB,
PETYIHPYIOIHUX BOUPOCH 00pallieHHs TOBAPOB AlTEeMHOTO ACCOPTUMEHTA, NPOBOJUTCA B LETIIX:

-YCTpaHCHHs HAPYUICHHH TpeboBanuil AeHCTBYIOLINX HOPMATHEHBIX JOKYMEHTOR;

-OnpeneneHus pabOTHUKOB, NOTYCTHBIIMX HAPYMIEHHS U OGCTOATENBCTB, YKA3ZBIBAIOLIHX
Ha UX BHHOBHOCTD,

-0000IICHMA ¥ aHATW3A YCTAHOBNEHHBIX NPHYHH HapymIeHHWi B HeTaX pa3paboTku
IPEANOKEHUH U TPHHATHS COOTBETCTBYIOIIMX MEP 10 NPEdyIpekIeHUK) [OI0OHBIX
HapYIIeHHUI;

-OIPCIACIIEHNS KOPPEKTUPYIOWMX U TPEAYIPEKIAIOLIMX JIeHCTBHIA.

3.4.3. llpuuuuEl HapymeHHil YCTAHABIMBAIOTCS CIEUUATUCTAMH, TPOBOAHBIIAME BHYTPEHHIOIO
IIPOBEPKY.
Ilpn  BoitBNEHMM  3HAYMTENBHBIX  HAPYWIEHHH  (MHOTOYHCIEHHBIE  HAPYIICHHS

JUUEHIMOHHBIX  TpeOoBaHMii [OpH  OCYmecTBICHHH  (apMAaNEBTHYCCKOR  JIEATEIBHOCTH,
ACATENBHOCTH 110 060POTY HAPKOTHHYCCKHX CPEACTE M ICHXOTPOIHBIX BEIECTB, HEZOCTAYa,



BLIABJICHHAS IIPM TIPOBEJIEHHH WHBEHTapH3aluM M JP.) YKA3aHHBIE IMIA BIpPaBe NaBalb
[IPEUIOAEHHsS. O BBIHECCHHH  PAcCMOTPEHHA pe3y/IbTaTOB MNPOBEPOK HA COBSIIAHHAX
TEHEPANBLHOTO AMPEKTOpPa, 3aMECTHTENs TEHePalbHOrO JUPEKTOPA WM Ha COBCINAHMAX C
PYKOBOJAMTEIAMHE (hapManeBTHUECKMX OPraHu3alii.

3.4.4, Cpox yCTAaHOBIEHHS MPUYKH HAPYHICHHH He JOTKEH NPEBHIATE OJHOIO MECAla CO IHA
ycTaHoBIeHHs (axTa HAPYIIEHHH,

1.4.5. AHAIM3 TakKe BKIIOYAET B ceOS OLEHKY BO3MOKHOCTH YIYYIICHHH M HEOOXOAUMOCTH
H3MEHeHMH B OpraHu3alliy CHCTEMBI KaUeCTBa, B TOM YHCIIC B ONMMTHKE U [CTAX ACATE/IBHOCTH,
1 OCYIIECTBIISICTCA MOCPEACTBOM PACCMOTPEHHS PE3yIbTaTOB BHYTPEHHUX AyTUTOB {ipoBepoK),
A TaxkKe KHUTH OT3BIBOB H NMPEJIOKCHHH, aHKET, YCTHEIX TIOXeENaHuil moKynarenei (o6patHas
CBS3h C ITOKYIATENeM) H T.A1.

3.4.6. Tlo pesynsTaraM aHand3a pPe3yNbTaToB BHCIIHHMX M BHYTPCHHMX IIPOBEPOK 3aBeylomue
(apMalleBTHICCKEMI OPraHM3alMAMUd MOTYT IPHHATE PENICHME O HeOoOXOAUMOCTH U (HIN)
11eTecoo0pasHOCTH IIOBBIIEHAA PE3yNLTATHBHOCTH CHCTEMbl KadeCTBA H €€ MPOLECCOB,
yIyUlIeHHs Ka4ecTBa OKa3aHHs (apManeBTHYECKHX YCIYL, 00 M3MEHEHHAX noTpedHOCTH B
pecypcax (MaTepHANbHEIX, (MHAHCOBBIX, TPYAOBBIX ¥ HHBIX), HEOOXO/MMBIX BIOXKEHUAX IS
yilyaimenns o6eiyKABaHus MOKynaresei, CHCTEMBl MOTHBALMK PabOTHHKOB, JONOMTHHTENLHOH
NOAroTOBKE {MHCTPYKTAXKE) PAOOTHUKOB U MHBIE PELICHHU.

VkazaHHble PCUICHHSA JOBOAATCH JO reHEepPaNbHOTO AMPCKTORA NpeAIIpHATHAL.

4. HopmaTHBHBIE JOKYMEHTBI

1. Mdenepanprbi 3axon "06 0OpalNeHHIH JIEKapCTBEHHBIX CPE/ICTB" OT 12.04.2010 N 61-@3

2. Hpuxas Mumsapaea Poccun ot 29.04.2025 Ne 2591 «06 yteepxienudn [Tpapun raexarei
QIITEMHOM NPAaKTHKM JIEKAPCTBEHHEIX IPENapaTos /Ui MeIUIIIHCKOTO MPUMEHEHH)

5. JIHer 03HAKOMIIEHUS

Jara HomxkHOCTB daMuaHd HHATTHABL [Moamics
UMCHH ¥ OTYECTBA




MPUJIOXKEHHUE 1
IIporpamMma MpoReIEHHSI BHYTPEHHETO ay/IiTa B alITEYHOMH OprafH3aliu

OI'VIl «Jlumenxdapmarms»

Ha 202 rom
Ne JaTer Ilpouece, nogaesxrammii Crpykrypnoe AyauTopsl
0/n_ | nposegenud NpoBepKe noapasjaeieHye
1 lpase 6 KomnnexkcHas npoBepka Anrexa/anTeuHbll MyHKT DQHO,
MecALeB COOTBETCTBUSA JEATEIEHOCTH JOMKHOCTD
JIMLIEH3MOHHEBIX TpeGoBannIM
H YCIOBHIM
2 | pazB 6 [opanok npuemMoyHoro AnTeka/anTedHslil MyHKT ©HO,
MECALIEB KOHTPO U XpaHEeHHUA TOBAPOB J0DKHOCTE
aNTe4YHOro acCOPTHMEHTA
3 ] pasB 6 Ilopapok oTnycka 1 Anrexa/anTeyHblH NyHKT OHO,
Mecsiua pealu3auudy TOBapoB JIOJDKHOCTh
ANTEYHOro acCOPTHMEHTA
4 | pazB 6 Hanuuue MUHHMAaNbHOTO Anreka/anteuHblit MyHKT @HO,
MecsLeR acCOPTHMEHTA JONAKHOCTE
5 1 pa3B 6 Cobmonenue Tpeboranuii Anrexa/anTeyHsld MyHKT DUO,
Mecana CaHHUTAPHOIrQ JOJKHOCTE
38KOHO/IATeNbCTRA
6 lpazB 6 Iopanok uenooGpazonaHua AnTeka/anTeuHsId IyHKT OHO,
MECSLICB JOIKHOCTE
7 1 paas3 CobnmoieHue npasun ATTeKa/anTeuHbLA ITYHKT DQHO,
mecsaua no BBIKJIAJIKM TOBAPOR Ha JIOMKHOCTE
ce30HaM BHTPHHBI H [IONKK B TOProBOM
3aje, B TOM 4YHCIE C YUETOM
NpaBRHN MepueH/Iai3HHra,
odopMIIeHHE TOProBOro 3ana
8 1 pa3 ron CoorBercTBHE Arrreka/anTevHsl NYHKT OHO,
(dhapMaLeBTHIECKHX JOKHOCTE
CTIELMATHCTOR
YCTAHOBJIEHHBIM TPeOOBaAHKUAM
9 lpaze 6 Cobnronenune Tpebopanuit no | Amrexa/anTeuHblif MyHKT DHO,
Meciles thapMakoHaazopy u JOMKHOCTD
MOHHTOPHHTY 6e301aCHOCH
MEIMUMHCKHX U3aeNHi




NMPUITOXEHME 2
Otuer antexu Ne 32202 rom mo pesylsTaTaM BHYTPEHHETO ayAnTa
Ne Jata CrpykrypHOe BuisiBi1eHHEIE Koppekrupywomue | AyAUTOPbI
n/n | NpoBeAeHHS | MoApa3fe/leHne HAPYLICHHHA MeponpUs TS
ayaura

1 Anrexa/anTevHnit OUO,

MNYHKT ACIAHOCTE
3apenyroman(-uit) antexoit Ne

{nOMMNUCE) (GHO)




