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T'OCYJIAPCTBEHHOE 3ATAHUE Ne 060-00006-16 TIPV

Ha 2016 rox
Konpr
®dopma no OKY ] 0506001
Jara 01.02.2016
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METOJMYECKUU LEHTP 10 OKCIIEPTU3E, YIETY U AHAJIM3Y OBPAIIEHIS CPELCTB o CBoiHOMY peecTpy
MEJJULIMHCKOI'O ITPUMEHEHU " ®EJJEPAJIBHOU CJIYXBbI 1O HAZI3OPY B COEPE 7734223028770901001
3/IPABOOXPAHEHUNSI
no OKBD/T 85.14
IIpouas 1eSTeNbHOCTD 110 OXPAHE 310POBbI.
o OKB3/]
no OKBD/T
0080432
TocyIapcTBEHHBIE YUPEKICHUS.

(yxasbiBaeTcst BUJ (heAepanbHOro TOCy JaPCTBEHHOTO YUPEXKACHHUs U3 6a30BOr0 (OTPACIeBOro) MepeyHs)

1)Homep rocyiapcTBEHHOIO 33/1aHUsI IPHCBaUBaeTCsl B HHPOPMAIMOHHON cucteMe Munucrepera GpunancoB Poccuiickoii deneparun.



1. HaumenoBanue paboThl

YACTD 2. CBeeHus 0 BbINOJIHsIEMBIX pagoTax !

PA3JIEJI 1

OCy[[leCTBJ’IeHI/Ie OKCHEPTHU3BI KAYE€CTBA JEKAPCTBEHHBIX CPEACTB, BKIIOYAA IMMPOBEACHUE H606XOZII/IMI>IX HCCIIE

2. Kareropuu notpeburesnei paboTh

DenepanbHas ciryx0a o Ha3opY B cdhepe 3MpaBOOXPAHECHUS.

3. [Mokazatenu, XxapakTepusytoliiue 00beM U (M) Ka4eCTBO pabOThI

3.1. Iloka3aTenu, XapakTepu3yrouIne Ka4ecTBo paboTsl 2

'YHUKaIbHBII HOMEp TO
6a30BOMY IEPEUHIO

08.377.1

Toka3zarenb, XapakTepu3yOIIUi
cozepxaHne paboTsl (10 CIIPaBOYHHKAM)

ITokazaTenb, XapaKTepH3y IOl
ycnoBus ((opMbI) OKa3aHUs pabOTHI
(110 CIpaBOYHUKAM)

IToxa3arens kauecTBa pabOTHI

3HaveHue MoKasaTelis
KayecTBa paboThI

€IMHUIIA U3MEPEHHS 110
OKEU
‘YHuUKaIIbHBII HOMEpP PEeCTPOBOi 3anucu
2016 rox
(ouepeHoit
HAaNMCHOBAHHUE IT0Ka3aTes .
(buHAHCOBBII
HAaNMCHOBAHHE KOX roz)
1 2 3 4 5 6 7 8 9 10
JlonycTrMbie (BO3MOXKHbBIE) OTKIIOHEHHSI OT YCTaHOBJICHHBIX ITOKa3aTeieil kKauecTBa paboOuThI, B ITpe/ieax KOTOPBIX FOCYAapCTBEHHOE 3a/IJaHUE CYMTACTCS BBIMOIHEHHBIM (B %)
3.2. [Tokasarenu, XxapakTepu3yroiue o0beM paboThl
o 3HavyeHue
o ITokazaTennb, XapakTepH3y IOl
INoxa3arenb, XapaKTepH3yIOHit HoKa3aress
ycnoBus (popMbI) OKazaHHs TToxazarens 06beMa pabOTE
cozepkaHue paboThl (IO CIIPABOYHUKAM ) obbeMa
paboThI (110 CripaBOYHHUKAM)
paboThI

‘YHHUKaJIbHBIA HOMEP PEeCTPOBON 3aIUCH

€IMHULIA U3MEPEHHUS 110
OKEN

P




HanMCHOBaH

KO,
ue A

1 2 3 4 5 6 7 8 9 10 11

IIpoBenenue SKCIEPTH3BI KAUECTBA B
otHomenun 32000 oOpa3oB
JIEKapCTBEHHEIX CPEJICTB: IIPOBE/ICHIE
OKCIEPTU3BI Ka4eCTBA JICKapCTBEHHBIX
CPEJICTB HA COOTBETCTBHE TPEOOBAHUAM

KomiecTso HOPMATHBHOM JJOKYMEHTAIUH; 00CCIICUeHUE
7710537160770901001 BhINoHEeHUs: Poc3apaBHaa30pOoM

08377100000000000006100100 rpomsmenenn B 042 1 L ocyapeTBenHOi (yHKIH 10 KOHTPOIIO 38 32000
p Ka4y€CTBOM JICKaPpCTBEHHBIX IPENAapaToOB,

IPOBEJICHUE HCIBITaHUH Ha COOTBETCBUE
Tpe6OBaHUSIM HOPMATHBHON JOKYMEHTAIUH
B PaMKax OCYILECTBJICHUS BBIOOPOYHOTO
KOHTPOJIs KAYeCTBa JIEKAPCTBEHHBIX
CpPEACTB.

I[Ol'[yCTP[MLIe (B03MO)KHI>I€) OTKJIOHEHHUS OT YCTAaHOBJICHHBIX rokasarelieii oobeMa pa6OTLI, B Ipe€/e1aX KOTOPBIX TOCYAapCTBEHHOEC 3aJaHUC CUUTACTCS BBIIIOJIHECHHBIM (B %)

D ®dopMupyeTcs IpHu yCTaHOBIECHHH TOCYAapPCTBEHHOTO 3a/IaHUs Ha OKa3aHHe TOCYIapCTBEHHOI yeyrH (yeiayr) u paboTsl (paboT) U coaepKUT TpeOOBaHUS K BHIIIOJHEHHIO paboThl (paboT) pasmenbHo M0 KaX 0l n3 paboT ¢ yKasaHHeM
HOPSAKOBOTO HOMEpa pasjena.

2) 3aM0JHACTCS 110 PELICHUIO OPraHa, OCYLIECTBIAIOMEro (pyHKIUNY ¥ IOJHOMOYHS yupeauTens (GeaepanbHoro 010 KeTHOTO WM aBTOHOMHOTO y4YPEX A€HUs, J100 IIaBHOTO PACHOPSANTENS CPeACTB (peaepaabHOro 610 KeTa, B BEACHUN
KOTOPOTo HaxoauTcs (enepaibHOe Ka3eHHOE yUpexkIeHHeE.



1. HaumenoBanue paboThl

PA3JIEJI 2

H[)OBel[eHI/Ie MOHUTOPUHIA 06e30macHOCTH JIEKAPCTBEHHBIX MPENApaToOB, BKIIOYAA aHaJau3 U OLICHKY.

2. Kareropuu notpeburesnei paboTh

DenepanbHas ciryx0a o Ha3opY B cdhepe 3MpaBOOXPAHECHUS.

3. [Mokazatenu, XxapakTepusytoliiue 00beM U (M) Ka4eCTBO pabOThI

3.1. Iloka3aTenu, XapakTepu3yrouIne Ka4ecTBo paboTsl 2

'YHUKaIbHBII HOMEp TO
6a30BOMY IEPEUHIO

08.378.1

Toka3zarenb, XapakTepu3yOIIUi
cozepxaHne paboTsl (10 CIIPaBOYHHKAM)

ITokazaTenb, XapaKTepH3y IOl
ycnoBus ((opMbI) OKa3aHUs pabOTHI
(110 CIpaBOYHUKAM)

IToxa3arens kauecTBa pabOTHI

3HaveHue MoKasaTelis
KayecTBa paboThI

€IMHUIIA U3MEPEHHS 110
OKEU
‘YHuUKaIIbHBII HOMEpP PEeCTPOBOi 3anucu
2016 rox
(ouepeHoit
HAaNMCHOBAHHUE IT0Ka3aTes .
(buHAHCOBBII
HAaNMCHOBAHHE KOX roz)
1 2 3 4 5 6 7 8 9 10
JlonycTrMbie (BO3MOXKHbBIE) OTKIIOHEHHSI OT YCTaHOBJICHHBIX ITOKa3aTeieil kKauecTBa paboOuThI, B ITpe/ieax KOTOPBIX FOCYAapCTBEHHOE 3a/IJaHUE CYMTACTCS BBIMOIHEHHBIM (B %)
3.2. [Tokasarenu, XxapakTepu3yroiue o0beM paboThl
o 3HavyeHue
o ITokazaTennb, XapakTepH3y IOl
INoxa3arenb, XapaKTepH3yIOHit HoKa3aress
ycnoBus (popMbI) OKazaHHs TToxazarens 06beMa pabOTE
cozepkaHue paboThl (IO CIIPABOYHUKAM ) obbeMa
paboThI (110 CripaBOYHHUKAM)
paboThI

‘YHHUKaJIbHBIA HOMEP PEeCTPOBON 3aIUCH

€IMHULIA U3MEPEHHUS 110
OKEN

P




HanMCHOBaH

KO,
ue A

OOecrnieueHne BbINOIHEHUS
Poc3npaBHan30poM rocyapcTBeHHOM
(YHKIMH IO MOHUTOPHHTY 0€3011acHOCTH
JICKAPCTBEHHBIX NPENapaToB, HAXOAALIUXCA
B oOpallieHHU Ha TeppHTOpuH Poccuiickoi
Denepanun. ExxenneBnoe o0HoBIeHUE 6a3bI
nHGOPMALMOHHOTO pecypca
«®Dapmaxonanzop» AUC Poc3npaBHanzopa
(Bcero 249 o6HoBenuit) [loaroroBka 1
npencrasnenue B Pocsapasuanzop 52
Enununa 642 €)KEHEJICIbHBIX U 12 €)KEMECIYHBIX OTYETOB 64
110 pe3yNbTaTaM aHaJIH3a HOCTYIHUBIINX
COOOIIEHHH 0 HEXKENaTeIbHBIX PEaKIUIX
JIEKaPCTBEHHBIX NIPENApaToB U
MEPUOMIECKUX OTYETOB MO OE30IacCHOCTH
JIEKapCTBEHHBIX cpencTB. IloaroroBka
METOIMYECKUX PeKOMEHAAIUHN IS
CyOBEKTOB 00palleHuUs! IEKAPCTBEHHBIX
CPEJICTB 10 BOIIPOCAaM MOHHTOPHHIA
6e301acHOCTH JIeKapCTBEHHBIX IIPENapaToB
(corsiacHo rpaduky).

7710537160770901001 KonunuectBo
08378100000000000005100100 OTYETOB

Jlonyctumble (BO3MOXHBIE) OTKJIOHEHHUS OT YCTAaHOBJICHHBIX TOKa3aTeneil o0beMa paboThl, B pe/iesiax KOTOPIX TOCYJaPCTBEHHOE 33JaHUE CUUTACTCS BHITIOJHEHHBIM (B %0)

D ®opmupyercst IpH yCTaHOBICHHH rOCYJapCTBEHHOTO 3a/aHusl Ha OKa3aHHE rocyIapCTBEHHOI ycuyrH (ycuyr) u paboTsl (paboT) U COAepKUT TPeOOBAHHS K BBIIIOJIHEHHIO paboThl (paboT) pasienbHO 110 KaxI0i 13 paboT ¢ yKazaHHEeM
HOPSAIKOBOIO HOMeEpa pasjena.

2) 3aMOMHACTCS 110 PEUICHUIO OpraHa, OCYIIECTBIAIONIEr0 (pyHKINH 1 IIOTHOMOYHS yupeauTens $eaeparbHoro 010KETHOTO WK aBTOHOMHOTO yYPEX ICHUS, TH0O0 TIaBHOTO PACHIOPSIAUTENS CPEACTB (eaepaabHOro 610KeTa, B BEACHHN
KOTOPOTO HaXoAuTCcs (hefepanbHOe Ka3eHHOE yUPexkICHHE.



YACTD 3. [Ipoyune cBeeHHs 0 TOCYIAPCTBEHHOM 3a1anum D

1. OcHoBaHUS ISt JAOCPOYHOI'0 NPEKpaIIECHUA UCITIOJIHEHUA ITOCY1apCTBCHHOT'O 3a1aHUA

peopranus3anusa YYpCKACHUA,

JUKBUAANUS YUPCIKACHUSA,

HCKJIOYEHNE TOCYIaPCTBEHHOM YCIyTru (paboThl) U3 MEPEYHs rOCYAaPCTBEHHBIX YCAYT (paboT);

HHBIC OCHOBaHUMA, NPEAYCMOTPCHHBIC HOPMATHUBHLIMYU aKTaAMU Poccwuiickoit d)eg[e“a nu.

2. Vnas uadopmanus, HeoOXxoaumas 111 UCIIOJIHEHHUS (KOHTPOJIA 3a MCIIOJIHEHHEM) FOCY JapCTBEHHOTO 3aJaHHs

OrtyeTsl 0 HC6HaFOHDI/IHTHHX MOOOYHBIX 3d)dJCKTaX M HeKEIaTeIbHBIX PEaKIUIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JIOHKHBI COJIEP)KATh OIEHKH MPUYUHHO-CIICJICTBEHHON CBSI3M MEXIY MOJI03PEBAEMbIM

JICKAPCTBEHHBIM CPEACTBOM U PA3ZBUTUEM HEXeJaTeIbHOU PCaKIU U PE3YJIbTAThI IKCTICPTU3DI JIETAJTBHBIX CJIYYacB.,

Kpurepusmu kauecTBa HCIOJHECHHS TOCYIAPCTBEHHOIO 3a/IaHUS SIBJISICTCS CBOSBPEMEHHOCTD IIPEIOCTABICHUS OTUYETOB, OJHOTA I/IHd)OI’)MaHI/II/I a TaK¥KE COOTBETCTBUEC HUX CbODMI:I H COACPNKAHUA YCTAHOBJICHHOMY 06Da3HV..

3. Hopﬂ;[ox KOHTPOJIA 32 UCIIOJIHEHUEM I'OCYJapCTBEHHOI'O 3a/1aHUs

DezepalibHble OpraHbl UCIOIHUTENBHOM BIIACTH,
®DopMBI KOHTPOJIS Ilepuoguunocts
OCYIIECTBILIONE KOHTPOJIb 32 BHITIOIHEHHEM IOCYAapCTBEHHOTO 3a/1aHHs
1 2 3
BBIC3/IHAS IPOBEPKA ITo mepe HeoOxoaUMOCTH DenepanbHas ciryx0a 0 HaI30py B cdepe 31paBoOXPaHEHUS
KaMepasbHas IpoBepKa ITo Mepe HOCTYIUICHHS OTYETA O BHIIOIHEHHHU TOCYAapCTBEHHOTO 3a1aHHs DenepanbHas ciryx0a 0 HaI30py B cdepe 31paBOOXPAHECHUS
OTYET O BBIIOIHEHUH TOCYIapCTBEHHOTO 3a1aHHUs e)KCHeIeNIbHBIC, eKeMECSTIHbIC, CXKETONHbIe DenepanbHas ciryx0a 0 HaE30py B cepe 31paBOOXPaHECHUS
4. TpeboBaHMs K OTYETHOCTH 00 UCTIOIHEHUHU TOCYIaPCTBEHHOTO 3a/1aHUs [Mon0XxUTENILHOE SKCIEPTHOE 3aKII0UeHUe HanpasiseTcs B PocaapaBHan3op B TeueHuy 3 paboyux JHel ¢ MOMeHTa

3aBEPIICHUA [2360TI)I. N 3KCH€|2THI)IC 3aKII0YCHUS 00 OTPULIATEJBHBIX PE3YyJIbTaTaX SKCHECPTHU3bI KAYECTBA JCKAPCTBCHHBIX
CPEACTB AOJIKHBI IMTPEAOCTABJIATLCS B POCSZ![)aBHaZ 30p B TCYCHUEC 1 [;a60qer0 AHS ¢ MOMCHTA 3aBECPUICHUS [!a6OTI>I,; OTYeThI O
HeOJIaronpPUATHBIX MOOOYHBIX 3 CKTaX U HEKCIATCIBbHBIX PCAKIIUAX IMPU MPUMEHCHUU JICKAPCTBCHHBIX IMPCIIapaTOB
JOJIKHBI CONEPKATHh OLUEHKH H[)H‘IHHHO-CHQZ[CTBEHHOﬁ CBSA3H MEXKIY NMNOAO3PEBAEMBIM JIEKAPCTBEHHBIM CPEACTBOM U
pPa3BUTHEM HEXenaTeabHOU peaKNUU 1 PE3YJAbTAThl SKCIIEPTU3BI JICTAJIBHBIX CJIYYACB.

4.1. IlepnoAMIHOCTD MPEACTABICHUS OTYETOB 00 MCIIOIHEHUU TOCYIaPCTBEHHOTO 3aJaHUs €XKEHENIeTbHO, ©KEMECTIHO, EKETOTHO
4.2. Cpoku npeacTaBiIeHHs OTYSTOB 00 UCTIOIHEHUH FOCYIapCTBEHHOTO 3a1aHus ExeHenenpHbIC OTYETHI MPEIOCTABIAIOTCSA B CPOK JI0 Y€TBEPra, CISAYIONIETo 3a OTYETHON Henennel, EsxeMecayHble 0TYEThI

MPEIOCTABISIOTCS B CPOK J10 10 yuciia MecsIa, CIeAYIONIero 3a OTYCTHRIM. ExXeroaHplid 0T4eT 00 UCIOJHEHUN
TOCYJapPCTBEHHOTO 33JIaHUs MPEIOCTABIISIETCS B CPOK /10 1 ¢eBpais roga, CieIyOUIEero 3a OTYETHIM.

4.3. Nuble TpC6OBaHI/I${ K OTYETHOCTH 00 UCITOJIHEHHH TOCYAapCTBEHHOI'O 3aJaHUs KDHTGDI/IHMH Ka4ycCTBa MCIIOJHCHUA TOCYAaPCTBCHHOI'O 3aIaHUA ABIACTCA CBOCBPEMCHHOCTD ITPCAOCTABJIICHUA OTYCTOB,

IOOJIHOTa I/IH!I!O[}Ma[!I/II/I, a TAKKC COOTBETCTBUEC HUX (1)0[)MI:I 1 COACPKAHUA YCTAHOBJICHHOMY 06[2331!y.

5. Unbie ToKa3aTeiiv, CBA3aHHBIC C BBIITOJIHCHUEM I'OCYyJapCTBEHHOT'O 3aJaHUS 2

KOJIMYCCTBO OTYECTOB, CAMHHUIIA,



KOJUYECTBO DKCHEPTHU3; EAUHUIIA.

1) 3anonHseTcs B LENIOM [0 roCyAapCTBEHHOMY 33 aHHIO.

2) B uncie WHBIX TOKa3aTeseit MOXKeT ObITh YKa3aHO JONyCTUMOE (B03M0)KHO€) OTKJIOHEHHE OT BBIMNOJIHEHUSA rOCyJapCTBEHHOT'O 3a/laHUsl, B IPEACTIaX KOTOPOro OHO CYUTACTCA BBIIIOJIHEHHBIM, ITPU IIPUHATHN OPraHOM, OCYLIECTBIAIOIUM
(byHKI.[I/II/I W TTOJTHOMOYHSA YUPECAUTEISA (bel[epaHLHLIX OI0JKETHBIX WIJIH aBTOHOMHBIX yqpe)l(z[em/lﬁ, TJIaBHBIM pacropsaauTEeIeM CPEACTB tbe;{epanb}{oro 6}0H)K6Ta, B BEACHHUHU KOTOPOTO HAXOOATCA d)enepanb}{me Ka3€HHBIC YUPCKIACHUA,
penreHus 00 YCTaHOBJIICHUH 06]].161"0 JAOIIYCTUMOTO (B03M0)I(HOFO) OTKJIOHC€HHS OT BBIITOJIHCHHUS T'OCYAapCTBEHHOTO 3alaHus, B IIPEACIaX KOTOPOTO OHO CYUTACTCA BBIITOJTHECHHBIM (B %). B sTtom ciry4dae qJOImyCTUMBIC (BO3M0)KHI>I€)

OTKJIOHEHUS, IPeJyCMOTPEHHbIE B MyHKTaxX 3.1 u 3.2 HacTOALIero rocy1apcTBEHHOTO 3aJjaHuUs, HE 3al0JIHAI0TCA.



