
M111111crepCTBO 3ApaoooxpaHCHHH 
Pocc11i1cicoi1 Cl>e.aepal.lHII 

cJ>e.nepaJ1bllaH CJ1)1;1(6a no HaAJopy o ccj>epe 3Apaoooxpa11eHHH 

TEPPHTOPHAJlhHl>IH OPr AH <I>E~P AJILHO8 CJIYilCEhl 
no HAJJ:3OPY B C<I>EPE 3,nPABOOXP AHEHIDI 

no HOBOCH6HPCKO8 O6JIACTH 
(TEPPHTOPHAJILHhlli OPr AH POC3,nP ABHA,n3OPA 

no HOBOCH6HPCKO8 O6JIACTH) 

PACITOPBZEHHE~PHKA~ 
opraHa rocy.n.apcTBeHHoro K0HTpoIDI (Ha.ZJ:30pa) 

o npoae,AeHHH #~/l.Li-~th:;- Ga,u,7/l-K'°£' npoaepKH 
IOpH.ZJ:WieCK0f0 JIHQa, HHAI-iBH,Ayam,Horo npe.n.npHHHMaTeJUI 

1. IIpoBeCTH npoaepey a 0TH0memm rocy.n.apCTBeHHoro aBT0H0MH0f0 yqpe)K.n.eH.IDI 
CT~0HapHoro C0~HaJU,Horo 06CJIY)KHBamu1 HoBOCH6HpCKOH o6nacnr «3aBLIDIOBCKHH 
ncHXoHeaponorHtJecKHH HHTepHaT» (.n.anee r AYCCO HCO «3aBLIDIOBCKHH 
IlCHXOHeBponorHtJeCKHH HHTepHaT>) ). 

(IIBIIMCIIOBBHIIC IOpl!JUl'!CCK0ro n11ua, (jJ&MIUlHJI, IIMJI, Ol'ICCTB0 (nocnC.!lllCC - npH IIMH41111) IIHJlllBIIJIYMbH0ro npc.1111p1tHHM8TCIIJI) 

2. MecTo Haxo)K.ZJ:eHH.sI: 10pH,n,HtJecKHH a,n,pec: 633243, PoccIDI, HoaocH6HpcKrui: 
o6nacTL, 11.CKHTHMCKHH paHOH, ceno 3aBLIDIOBO, nepeynoK JiecHOH, ,ll,0M 13, 
MHH 5443106118, orPH 1025404669553. 

<l>aKTHqecKHH a.n.pec: 633243, HoaocH6HpCKruI o6JiaCTL, 11.CKHTHMCKHH paHOH, ceno 
3aBMIJIOBO, nepeynoK JiecHOH, )l0M 13. 

(10p1tJUl4CCKOro nml& (<j,IUlHMOB, npc,ACTBBKTCJlbCTB, o6oco6nCHHLIX CTJlYIC'l)'J)lll,IX no,zqiltl.ll.enemtll), MCCTB <l>aKilt'ICCKOro 0CYIUeC'l'BneHHJI .ACJITCJlbHOCTit 

HIUlHBH.eyMbHLIM npe.1111pHHIIMBTCJlCM II (HIIII) 11cnom,3yeML1X KMII npo1OBOJ1CTBCHHLIX 001,CK'I'OB) 

3. Ha3HatJHTI, JUl~OM(aMH), ynoJIHOMOtJeHHLIM(H) Ha npoae,n;eHHe npoaepKH: 
- 3axapoay MapHtty Bna.ZJ:HMHpOBHY - 3aMeCTHTeJUI pyxoao,n,HTem1 TeppHTOpHaJILHoro 
opraHa Poc3,n,paBHa.ZJ:30pa no HoaocH611pcKoi1: o6nacTH; 
- llirx Om,ry Banep1,eaey - Haqan1>HHKa oT,n,ena opraHH3~H K0HTp0IDI B c<pepe 
3,n,paaooxpaHemrn; 
- 11.m,roay JiapHcy AneKCaH,n,poaey - HaqanLHHKa OT,n,ena opraHH3~HH KOHTpOJI.sI B 
c<pepe o6pa~eH.IDI JieKapCTBeHHl>IX cpe,n,CTB H H3,AeJIHH Me,lJ,HQHHCK0ro Ha3HaqeHm1; 
- EeccoHeHKO IOJIHIO AneKCaH,n,poBHY - rnaBHoro rocy,n,apCTBeHHoro HHCTieKT0pa 0T,l),eJia 
opraHH3a~m1 K0HTJ)0IDI a c<pepe o6p~eHIDI neKapcTBeHH1>IX cpe,n,cTB H 1n.n.en11H 
Me,lJ,H~HHCKoro Ha3HaTJeHlUI; 

· - ,[(oHe~ HaTanLJO CeMettoaey - rnaaHoro rocy,n,apcTBeHHoro HHcrreKTopa 0T.n;ena 
oprattH3a~mr K0HTp0JUI B ccpepe 3,n;paaooxpaHeHHH; 



- r Jia.z:(KHX HaTaJihlO Ba.l{HMOBHY - cTapUiero rocy.napcTaemrnro irncrreKTopa oT.nena 
opraHH3aIJ;HH K0HTp0IDI B c<pepe o6p~eHJ,Ul JieKapCTBeHHbIX cpe.n;CTB H H3l(eJIHH 
Me,nmnrncKoro Ha3Hat:JeHID£; 
- CTarneBCK)'IO IOmuo AHaTon1,eBHY - cTaprnero rocy.r,;apcTBeHHoro HHcneKTopa oT.n;ena 
opraHH3al{HH KOHTpom1 B c<pepe 3.n;paaooxpaHeHID1; 
- CyxaHOBY OKCaH)' Bac1rn1,eBH)' - CTapUiero rocy.n;apcTBeHH0ro HHCileKT0pa 0Tl(eJia 
opraHH3a1.urn K0HTp0JIH a c<pepe 3.ZlpaaooxpaHeHIDI; 
- IllecTepIDI TaTbHH)' AneKceeBH)' - cTapmero rocy.n;apcTBeHHOro HHcneKTopa 0T)J.ena 
opraHH3al.{HH KOHTpOIDI B c<pepe 3,L1.paaooxpaHeHIDI; 

- Bap.n;HKOBY TaMapy l1BaHOBH)' - cneu;HanHCTa-3KCilepTa OT.n;ena opramnau;1rn KOHTpOJIH 

B c<pepe 06p~eHID1 neKapCTBeHHbIX cpe.n;CTB H H3l(eJIHH Mel(RIJ;HHCK0ro Ha3HalJemrn; 
- XpyUJ,eBy Eneey IleTpOBHY - cneu;HaJIHCTa-3KCnepTa OT,nena opraHH3aUHH KOHTpOIDI B 

c<pepe o6pa:w;eHIDI JieKapCTBeHHbIX cpe.n;cTB H H3l(eJIHH Me,l{HIJ;HHCK0fO Ha3HalJemrn. 
(cjlllMIIJIHJI, H~lll. O'NecTBO, JlO/DKIIOCTL JlO/llKHOCTIIOl'O n11ua (JlolllKHOCTllblX m1u), ynonuOMO~CHIIOro{blX) Ha npOBCJlClllle npoecp1m) 

4. IlpHanel.lh K npoae.n;emuo npoaepKH B Kal.leCTBe 3KcnepToB, npe,L1.CTaBHTenet-i 
3KCnepTHbIX opraHH3al.J;HH CJie)J.YJOID;HX JIHU: 
- 3J.unrny Anny HaaHOBH)' - rnaaHoro Bpaqa rEY3 HCO «fHKilE M!3», 
rocy.r,;apCTBeHHI,IH opraH, aTTeCTOBaBIIIHH Ipa>K.ZlaHHHa B KaqecTBe 3KCnepTa: 

TeppHTOpHaJihHbIH opraH Poc3.r,;paBHa,n3opa no HoBocH6HpcKoH o6nacTH, npHKa3 06 
arrecTaUHH OT 23.05.2016 .N2 263-Ilp/16. 
- 3axapMrna AneKCaH.r,;pa f apbeBHt:Ja - Bpaq no Me,l{HKO-COUHaJI.bHOH 3KCnepTH3e B 0T.[(eJie 
pea6HJIHTal{HOHHO - 3KCnepTHOH .[(HarH0CTHKH <l>e.r,;epanbHOro Ka3eHH0f0 yqpe)K.lJ.eHIDI 
«rnaaHoe 610po Mel(HKO-COI..{HaJibHOH 3KCnepTH3I,I no HoBOCH6HpCKOH o6naCTH», 
rocy.r,;apCTBeHHbIH opraH, arreCTOBaBllIHH Ipa>K.ZlaHHHa B KaqecTBe 3KcrrepTa: 

TeppHTopHanbHDIH opraH Poc3.L(J)aBHa)J.30pa no HoBocH6HpCKOH o6nacTH, rrpHKa3 06 
arrecTaUHH OT 26.04.2016 N2 194-Ilp/16. 
((j>aMIWIIR, IIMR, O'NecTBO (nocnCJtllCC - np11 lla/lH'lltll), JlOJllKHOCTII npHBJICK3CMblX K npo11Clle11mo npoeepKH 3KCnepT08 11 (111m) HIIIMCIIOBIIHHC 3KCnepTHoA 

opraHl138WIII C YKll33HHCM peKRHllITOR CBIIJlCTtnbCTB8 06 8KKpe.D.HT8UHH H 118HMCIIOBBIIHJI opraua no 8KKpeJlHT8UHII, BblJIBBWero CBHJlCTC/lbCTIO 06 
8KKpeJlllTBWtH) 

5. HacTO.SIIIJ;aH npoBepKa np0BO.D;HTC51 B paMKax: 
- m:1u;eH3HOHHOfO KOHTpon~ Me,D;.HUHHCKOH .n;eneJII,HOCTH (3a HCKJIIOl.leHHeM YKa3aHHOH 

.n;e.siTeJibHOCTH, ocy:m;eCTBJrneMOH Mel(RIJ;l:IHCK.HMH opraHH3aUH.sJMH H ,rr,pyrHMH 

opraHH3aIJ;H.sJMH, BXO.D;.sJW:HMH B qacnzy10 CHCTeMy 3.n;paaooxpaHeHHH, Ha TeppHTOpHH 

HHHOBaUH0HHOro ueHTpa «CKOJIKOBO» ), peecTpOBbIH H0Mep <pyttKIJ;HH B 
<l>PfY 312663923; 
- rocy,napcTBeHHoro KOHTp0IDI 3a co6mo.n;em1eM opraHaMH rocy,n;apcTBeHHOH BnacTH H 
opraHaMH MeCTHOfO caMoynpaBJieHH.sJ, rocy.n;apCTBeHHbIMH BHe6JOl()KeTHI,IMH <pOHl(aMH, a 
TaK)Ke ocymecTBil5110J.UHMli Me.l{HUHHCKYJO H <papManeBTHt:JeCKYJO .n;e.siTeJII,HOCTI, 

opram-1~aUH.sIMH H HH.ZlHBJ.:I.D;)'aJibHbIMl:I npe):(npHHHMaTemrMH npaB rpa)K.lJ.aH B c<pepe 
oxpaHbI 3,z:r,op0Bh51, peecTpOBbIH HoMep <pyHKI..{HH B <l>PfY 10003677094; 
- rocy.n;apcTBeHH0I'0 K0HTp0JI51 3a co6n10.n;eHHeM, ocymecTBIDIIOID;HMH Me.n;HIJ;HHCKYJO 
.n;e51TeJibHOCTI, opraHH3al{H.sJMH H HH.D;liBH,rr,yaJII,HbIMH rrpe):(IIpHHHMaTen51MH, nopHl(KOB 

OKa3aHH.sJ Me.n;m.1;HHCKOH TI0M0ll(H H CTaHl(apT0B Me,rr,HIJ;HHCKOH Il0M0ID;H, peeCTJ)OBbIH 
H0Mep <pyHKUHH B <l>PrY 10000529104; 
- rocyAapcTBeHHoro KOHTpOIDI KaqecTBa l:I 6e3onaCHOCTH Mel(HUHHCKOH ,n;egTeJibHOCTH 
nyTeM npoae,n;eHHH npoBepoK opraHH3aIJ;HH l:I ocymecTBJieHHH Be,l:(OMCTBeHHOro KOHTPOJrn 

H BHYTPeHHero KOHTJ)Oml KaqecTBa H 6e3onacHOCTJ.:1 Me,rr,HUHHCKOH ,n;egTeJibH0CTH 



<pe,D;eparrbHbIMH opraHaMH HCITOllHHTeJII>HOH BJiacn1, opraHaMH HCITOJIHHTeJibHOH BJiaCTH 

cy61,eKTOB PoCCHHCKOH <l>e.n;epau.HH, opraHaMH H opraHH3aI.J.HKMH rocy.n;apCTBeHHOH, 
MYHlHUUiaJibHOH H tJaCTHOH CHCTeM 3.n;paaooxpaHemrn, peeC'IpOBblH HOMep q>yHKUHH B 

<I>PrY 10003674491. 
- <pe.n;epaJibHOro rocy.n;apCTBeHHOrO Ha,n;3opa B Cq>epe o6pameHIDl JieKapCTBeHHblX 
cpe.n;CTB, peeC'IpOBbIH HOMep q>yHKU.HH B <I>PrY 10002977183; 
- rocy.n;apcTBeHHOro KOH'IpOJUI 3a o6pam;eHHeM Me,lJ.HUHHCKHX H3p;emrn:, peeCTpOBbIH 
HoMep q>yHKl.(HH B <I>PfY 10002431005; 
- rocyp;apCTBeHHoro KOH'IpOJUI npH o6pam;eHHH JieKapcTBeHHblX cpep;CTB nocpe.n;CTBOM 
npose.n;eHIDl nposepoK co6mo.n;eHIDl cy6oeKTaMH o6pameHH» neKapCTBeHHhIX cpe.n;cTB 
npaa1m YHH"'iTO>KeHHH JieKapCTBeHHbIX cpep;CTB, peecTpOBbIH HOMep q>yttKUHH B 

<I>PfY 10001479369. 
( HBIIMCIIOBIIIHC BH.QII (B11Jl0 B) rocyJtapCTBCHHOl'O KOHTJ)OJUI (uamopa), MYHHUllnMbHOl'O KOHTpOnA, pceCTpOBLIR(Llc) IIOMCp(a) cpyHKUIIH(R) 8 cjlCJlcpanbHOR 

rocyJlBpcTBCHIIOA HllcjlOpMRUHOHHOA CHCTCMC "Cl>e11.cpanL11L1n pccc-rp rocy11.apCTaCHllblX H My1111wmanbHblX ycnyr (<l>YHKWIA)") 

6. YcTaHOBHTb, tJTO: 
HaCTOKID;aH nposepKa rrposo,n:HTCH C u.en1,10: peam"l3aU.HH KOHTpOJibHO-Ha.D;30pHbIX 

noJIHOMO"'iHH TeppHTOpHaJibHOro opraHa Poc3,n.paBHa.D;30pa no HoBOCH6HpCKOH o6JiaCTH 
B COOTBeTCTBHH C IloJio>KeIDt:eM O TeppHTOpHanbHOM opratte <l>e,n:epaJibHOM cny>K6bI no 
Ha,ZJ.3opy B Cq>epe 3,ZJ.pasooxpaHeHH.sl, YTBep>K,ZJ.eHHblM rrpHKa30M MliHHCTepCTBa 

3,n:paaooxpaHemrn PoCCHHCKOH <I>ep;epau;HH OT 13.12.2012 ro,D;a N!! 1040H, B COOTBeTCTBMH 
c nopyqeHHeM BpHo pyK0B0.n;1neJUI <l>e,n:epanbHOH cny>K61,1 no Ha,n;3opy B cq>epe 
3.n;pasooxpaHeHHK ,[(.B. ITapxoMeHKO OT 19 q>eBpaJUI 2020 ro,n.a N2 02Bn-7/20 H3.D:attHoro 
B u.eJUIX HCIIOJIHeHIDl IlOp)'1IeHHK 3aMeCTHTeJUI ITpe,n:ce.n;aTem1 ITpamneJibCTBa 
PoCCHHCKOH <l>e.n:epau.1rn: T.A. foJIHKOBOH OT 03.02.2020 N2 Tr-1112-580. 

3a.n;a'i8MH HaCTO»w;eii rrpoaepKH KBJIKIOTCH: 
rrpoaepKa COOTBeTCTBH.sl JIHUeH3HOHHbIM Tpe6oBaHHKM npH ocyw;ecTBJieHHH 

Me,ZJ.Hu;HHCKOH .n;eKTeJibHOCTH (3a HCKJIIOqeHHeM YKa38HHOH .n;e»TeJibHOCTH, 

ocyw;eCTBJUieMOH Me,n:HU:HHCKHMH oprattH3aI.J.H.si:MH H ,n.pyrHMH opraHH3aUHKMH, 

BXO.D:HJ.nHMH B qacTHYJO CHCTeMY 3,ZJ.paaooxpattemrn, Ha Tepp1nopHH HHHOBaU:HOHHoro 

u.eHTpa «CKOJIKOBO» ); 
rrpe.n;ynpe>K,n:emt:e, BbrnsneHHe H npecetJeHHe Hapymemrn ocymecTBJUIJOIUHM 

Me,n:HU.HHCKYIO .n;e»TeJihHOCTh opraHH3au;Heii -rpe6osaHMH K 06ecne11emno KaqecTsa H 
6eJorraCHOCTH Me.n;Hu;HHCKOH .n;e.s1TeJibHOCTH, ycTaHOBJieHHblX 38KOHO.n;aTeJibCTBOM 

PocCHHCKOH <I>e,n.epaUHH 06 oxpaHe 3,lJ.OpOBbH rpa>K,ZJ.aH (.n;anee - o6HJaTeJibHbJe 
Tpe6oBaHIDl), H rrpHHHTHe rrpe.n;ycMOTpeHHblX 3aKOHO,n:aTeJibCTBOM PoccHHCKOH 
<I>e.n;epau.m-i: Mep no rrpecetJeHHIO H (mrn) yc'IpaHemno nocne.n;cTBHH HapymeHIDl 
06.srJarerrbHbIX -rpe6oaaHHH. 

q>e,n:epanbHblH rocy.n;apcTBeHHbIH Ha.D;30p B cq>epe o6pameHIDl JieKapCTBeHHblX 
cpe,n:CTB; 

nposepKa co6mo,n:eHHK cy6oeKTaMH o6pameHHK neKapcTBeHHbIX cpe,n;CTB 
ycTaHOBJieHHbIX -rpe60B8HHH K xpaHeHHIO, nepeB03Ke, BB03Y B PocCHHCKYIO <I>e.n;epau.mo, 
OTIIYCKY, peanH38U.HH JieKapCTBeHHbIX cpe,D;CTB, IIpHMeHeHHIO JieKapCTBeHHl>IX 

rrpenapaTOB, yHHqTo>KeHHIO JieKapCTBeHHbIX cpe,n:CTB; 
rrpe.n;ynpe>K,ZJ.eHHe, BhUIBJieHHe, npeceqeHHe HapymeHHH Tpe6oaaHHH 

3aKOHO,lJ.aTeJibCTBa PocCHHCKOH <I>e,n;epaUHH B cq>epe o6pamemrn JieKapCTBeHHbIX cpe.n;cTB 



)];JI.SI MeAHUHHCK0ro rrpHMeHeHlUI IIpH ocymeCTBJieHIUi ,n.e.SITem.H0CTH cy61>eKTaMH 
o6pam.eHIDI neKapcTBeHHbIX cpe.n:cTa; 

rrpoaepKa co6mo,n.eHH.SI cy6oeKTaMH o6pam.eHH.SI npaBHJI yHHqTo)KeHJ-1.ll 
JieKapCTBeHHbIX cpe,n.CTB; 

rocy,n.apCTBeHHoro K0HT}JOJI.ll 3a o6pamemieM Me,ZI.HUHHCKHX H3,ZI.emrn; 
npoaepKa co6mo,n.eHH.ll cy6oeKTaM.H o6pameHH.SI Me.D.HI..J;HHcKHx H3,n.emrii npaa1m a 

ccpepe 06pamemu1 Me,l(HUHHCKHX H3,l(eJIHH. 
7. Ilpe,n.MeToM HacTm1meii npoaepKH HBJI.SieTc.sr: 

- co6mo,neHHe o6.sr3aTeJibHbIX -rpe6oaaHHH H (HnH) -rpe6oaamrn, ycTaH0BJieHHbIX 
MYHHUHilaJibHbIMH npaB0BbIM.H aKTaM.H; 
- co,n.ep)KamHeCH B .D.OKYMeHTax JIHUeH3HaTa cse,neHIDI O ero ,ne.srTeJIJ,HOCTH, COCTO.slHHH 

HCIIOJib3yeMbIX rrpH ocymecTBJieHHH mu~eH3HpyeMoro BH,l(a ,ne.SITeJibHOCTH IIOMem.eHHH, 

3,l(aHHH, coopy)KeHHH, TeXH.HqeCKHX cpe,nCTB, o6opy,n.oaaHH.SI, HHbIX ofo>eKTOB, 
COOTBeTCTBHe pa60THHKOB mmeH3HaTa JIHUeH3HOHHbIM -rpe6oBaHH.SIM, BbIIIOJIHHeMbie 
pa6oTbI, OKa3bIBaeMbie ycnyrH, npHHHMaeMbie JIHUeH3HaTOM Mep1,1 no co6mo,neHHIO 
m1u;eH3HOHHbIX -rpe6oaaHHH. 

8. CpoK rrpoae,neHIDI rrpoaepKH: He 6onee 20 pa6oqHX AHeM 
K npoae,nemno nposepKH npHcrym-1T1, c «03» MapTa 2020 ro,na. 
IlpoaepKy OKOHqHTb He II03AHee «31)) MapTa 2020 ro,na. 
9. IlpaBOBbie OCHOBaHHH npose.n;eHIDI nposepKH: 

- <l>e,nepanbHbIH 3aKOH P<l> OT 26.12.2008r. N2 294-<1>3 «O JalIJ.HTe npaa I-OpHAHlieCKHX 
JlHU H HH,nHBH.ZJ;YaJibHbIX npe,nnpHHHMaTeJieH npH ocymecTBJieHHH rocy,napCTBeHHOfO 
KOHT}JOJI.ll (Ha,n3opa) H MYHHUHnaJibHOro KOHT}JOJI.SI»; 

- <l>e,nepanbHhIH 3aKOH P<l> OT 04.05.201 lr. N2 99-<1>3 «O JIHUeH3HpoeaHHH 0T,nen1,Hhrx 
BH.ZJ;OB ,ne.srTeJibHOCTH»; 
- IlocTaHoBneHHe IlpaBHTeJII>CTBa P<l> OT 30.06.2004 N2 323 «06 yrsep)K.l(eHHH 
Ilono)KeHIDI o <l>e.n.epan1,Hoii cJiy)K6e no Ha,n3opy B ccpepe 3,npaaooxpatteHH.SI»; 
- I1pHKa3 MHHJ,n.paaa PoccHHCKOH <l>e,nepau1m OT 13.12.2012 ro,na N2 1040H «06 
yrsep)K,neHHH IloJIO)KeHIDI O TeppHTOpHaJibHOM opraHe <l>e,nepanbHOH cJiy)K61,1 no 
Ha,n3opy B ccpepe 3,npaaooxpaHeHHH»; 
( cc blnKa ua nonOll<CHHll HOpM8TIIBHOfO npasosoro aXT11, 8 COOTBCTC'llll!H C KOTOpblM OC)'UICCTB/UICTCA npo acp«a) 

10. O6.sl3aTeJTI,Hbie Tpe60BaHID1 H (HnH) -rpe6oaamu1, ycTaHOBJieHHhie 
MYHHUHilaJihHbIMH npaBOBhIMli aKTaMH, no,nne)KaIUHe npoaepKe: 
- <l>e,nepaJihHbIH 3aKOH OT 21.11.2011 N2 323-<1>3 «06 OCHOBax oxpaHbl 3.D.OpOBb.sl rpa)K.l(aH 
s PoccHHCKOH <De.n;epaumrn; 
- <l>e,nepanhHbIH JaKOH OT 27.12.2002 N!? 184-<1>3 «O TeXHHl{eCKOM perymip0BaHHH»; 
- <l>e,nepanI.HbIH JaKoH P<l> OT 12.04.2010 N2 61-<1>3 «06 o6paru;eHHH neKapcTseHHhIX 
cpe,nCTB»; 
- <l>e,nepanhHLIH 3aKOH OT 26.06.2008 N2 102-<1>3 «06 o6ecnetJeHHH e,nHHCTBa 
H3MepeHHR»; 

- 3aKOH P<l> OT 02.07.1992 N!? 3185-1 «O IICHXHaTpHqecKOH noMoru;H H rapaHTHHX npae 
rpa)K.l(aH npa ee 0KaJaamrn; 
- nocTattosneHHe IlpaeHTeJibCTBa P<l> OT 16.04.2012 ro.n.a N2 291 «O mmeH3HposaHHM 

MeAHUIDICKOR ,neHtenbHOCTH>); 
- noCTaHOBJieHHe IlpaBHTeJibCTBa P<l> OT 27.12.2012 N2 1416 «06 )'TBep)K,l(eHHH IlpaBlrn 
rocy,napcTBeHHOH pernc-rpau;HH Me,ZI.HUHHCKHX H3,nemrn»; 
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- rrocTaHOBJiemre IlpaBHTem,cTBa P<I> OT 12.12.2015 NQ 1360 «06 oT,nem,HbIX Borrpocax 
rrpoTIIBO,n;eiicTBIUI o6opOT)' cpam,cmpHUHpOBaHH.bIX, He.n;o6poKaqecTBeHm.Ix H 

KOHTpacpaKTH.E,IX Me,ZUU.(HHCKHX H3,n;emdr»; 

- rrocTaHOBJieHHe IIpaBHTeJibCTBa P<I> OT 01.12.2009 NQ 982 «06 yTaep)K,n;eHRH e,n:HHoro 
rrepetJH.si: rrpo.ny~H, rro.nne)Kame11 o6»JaTeJibHOH cepTH<pRKau;im, H e.ni-rnoro rrepeqH.si: 
rrpo.zzyKUHH, II0)lTBep)K,nemrn COOTBeTCTBH,H KOTOpOH ocymecTBJl.sieTC.sI B cpopMe rrpHHHT:HH 
,n;eKJiapau;HH O COOTBeTCTBHH»; 

- rrocTaHOBJieHHe IIpamnenbcTBa P<I> OT 4 OKT.si:6p.sr 2012 r. NQ 1006 «06 yTaep)K.L{eHHH 
IlpaBHJI rrpe.nocTaBJieHlrn Me.n;HUHHCK.HMH opraHH3aI.J;MMH nJiaTHbIX Me.n;HI.J;HHCKHX 

ycnyr»; 
- rroCTaHOBJieHHe IIpainnenocTaa P<I> OT 07.02.1995 NQ 119 «O rrop.sr,n:Ke .norrycKa K 
Me.n;HUHHCKOH H cpapMau;eBTl{l{eCKOH .ne.si:Tem,HOCTH B PoccHHCKOH <I>e,nepaui:,nr m1u, 
TIOJiyt!IffilllHX Me,n:mi;HHcKyro H cpapMau;eBTl{l{eCK)'ID no.nroTOBKY B HHOCTpaHHbIX 
rocy.napcTBax»; 
- nocTaHOBJieHRe IIpamneJibCTBa P<l> OT 29.09.2010 NQ 771 «O nop.sr,nKe BB03a 
JieKapCTBeHIIbIX cpe.n;CTB ,LJ;Jljl Me,llHI.J;HHCKOro rrpHMeHeHH.sl Ha TeppHTOpmo PocCHHCKO.H 
cI>e.n;epau;Jnrn; 
- IIOCTaHOBJieHlie IIpaBHTeJibCTBa P<I> OT 03.09.10 NQ 674 «06 YT5ep)K,n:eHHH rrpamm 
YHHqTO)KeHH.sI He,n;o6poKaqecTBeHHhlX JieKapCTBeHHbIX cpe,n:CTB, cpam,cmpHUHpoaaHHbIX 
JieKapCTBeHHblX cpe,n:CTB H KOHTpacpaKTHbIX JieKapCTBeHHbIX cpe,n:CTB»; 
- npHKaJ MHH3,n:paacoupaJBHTHH P<I> OT 12.02.2007r. NQ 110 «O nop.si:,n;Ke HaJHaqett11.si: 11 

BbIIlHCbIBamrn JieKapCTBeHHblX cpe,n;CTB, H3,neJIHH Me,D:HU:HHCKOro HaJHaqeHHH H 

crreu1rn.m13HpOBaHHbIX npo,n:yKTOB neqe6Horo IlHTaH:HH»; 
- rrpmcaJ MliH3,npaaa Poccmr OT 29 .10.2015 NQ 771 «06 yTaep)K,neHHH 061IJ,HX 
cpapMaKoneHHblX CTaTeH H cpapMaKOileRm.IX CTaTeii»; 
- npmcaJ MliH3,n:paacoupaJBHTRH Poccim OT 17.05.2012 NQ 566H «06 yTaep)K.L{eHHH 
Ilop.si:,n;Ka OKaJaHH.sI Me.D:HUHHCKOH ITOMOIIJ;H npH ITCHXl{l{eCKHX paCCTpOHCTBax 11 

paccTpOHCTBax noae,n;eHmm; 
- rrpHKaJ MHH3)].paaa PoccHH OT 15.11.2012 NQ 926H «06 yTBep)K,ll.eHHH Ilop.si:,ll.Ka 
OKa3aHH.sI Me.D:HUHHCKOH IlOMOIUH B3pOCJIOMy Hacenemno npH 3a6oneaaHH.sIX HepBHOH 
CHCTeMbI» ; 

- rrpHKaJ MHHHCTepcTBa 3,n;paaooxpatteHHJI P<l> OT 13 MapTa 2019 r. NQ 124H «06 
YTBep)K,neHHH nop.si:,n:Ka npoae,neHH.sI npoqmnaKTl{l{eCKoro Me,D:HUHHCKOro OCMOTpa H 
.n:11cnattcepH3aUHH onpe.neneHm.IX rpyrm B3pocnoro HaceneHH.si:»; 
- rrpHKaJ MHH3,n;paacoupa3BHTHH PoccHH OT 15.05.2012 NQ 543H «06 yTaep)K.L{emrn 
IloJIO)KeHH.sI 06 opraHH3aI.J;HH 0KaJaH:HH rrepaHqHoii Me.n;HKO-CaHHTapHOH IlOM0IIJ;H 
B3pOCJIOMY HaceneHmo»; 

- npHKaJ MliH3,npaaa PoccHH OT 15.11.2012 NQ 923 H «06 yTaep)K.L{emu1 Ilop.si:.n;Ka 
OKaJaHH.sI Me,n;Hu;HHCKOH TIOMOIIJ;H B3pOCJIOMy HaCeJieHmo no npo<pHJIIO «Teparrn.si:»; 

- rrpHKaJ MliH3,npaaa Poccirn: OT 08.10.2015 NQ 707H «06 yTaep)K,n:ettmr 
Kaam1cp.11KaI.{HOHHbIX -rpe6oaaHHH K Me.nmi;HHCKHM H <papMaueaTHqecK.HM pa6oTHHKaM C 
BbIClllHM o6pa30BaHHeM no HarrpaBJieHmo no.nroTOBKH «3.npaaooxpaHeHRe H 
Me.D:HUHHCKHe HayKH»; 
- npHKaJ MHH3,n:paacou;pa3BHTHJI Pct> OT 23 .07.2010 r. NQ 541 H «06 YTBep)K.L{eHHH 
e.ni-rnoro KBaJIH<pHKaUJiOHHOro crrpaBoqm1Ka )lOJI)KHOCTeH PYKOBO.D:l-lTeJieH, cneUHaJIHCTOB 



H CJiy)l(a~mc, pa3,nen «KaanmpHKaUHOHHI,Ie xapaKTepHCTHKH ):{OJI)l(HOCTeii pa60THHKOB B 
cq>epe 3,D.paeooxpaHeHH.srn; 

npHKa3 MHH3,D.paaa Poccirn OT 10.02.2016 N2 83H «06 yTeep)l()J;eHHH 
Keamt:q>HKauHOHHbIX -rpe6oaaHHH K Me,D.111.lHHCKHM H q>apMaueBTJPieCKHM pa6oTHHKaM co . 
cpe,D.HHM Me,D.H[(HHCKHM H q>apMaUeBTI.PieCKHM o6pa30Bam1eM»; 
- rrpHKa3 MHHTpy.na Poccm-1 OT 12.01.2016 N!.! 2H «06 yTBep)l()J;eHHH rrpoq>eCCHOHaJibHOro 
CTaH,D.apTa «MJia,D.llHIH Me,D.HUHHCKHH nepcoHan»; 
- npHKa3 MHH3,D.paaa PoccHH OT 29.11.2012 N2 982H «06 yTBep)l()J;eIDrn ycnoBHH 11 
nopH,D.Ka BbI,D.a"CJ:H cepTH<pHKaTa cnen:HaJIHCTa Me,D.HUHHCKHM H q>apMaueBTHqecKHM 
pa60THHKaM, q>OpMbI H TeXHM:qeCKHX -rpe6oBaHHH cepTH<pHKaTa cnen:HaJIHCTa»; 
- npHKa3 MHH3,D.paacou:pa3BHTIDI Pocc1rn OT 05.05.2012 N2 502H «06 yraep)l()J;eHHR 
nopH,D.Ka C03,D.aHHH H .ne»TeJibH0CTH Bpa11e6HOH K0MRCCRH Me,D.HqHHCKOH opraIDt:3aUHH»; 
- rrpHKa3 MHH3,npaea Pocc:HH OT 07.06.2019 N2 381H «06 yraep)K,neHHH Tpe6oBaHHH K 
opraHH3aUHH H rrpoee,neHHIO BayTpeHHero KOHT}JOJUI KaqecTBa H 6e30IIaCHOCTH 
Me,D.HURHCKOH .ne.s1TeJibH0CTI1»; 
- npHKa3 MHH3.npaea PoccHH OT 15.12.2014 N2 834H «06 yraep)l()J;emrn 
ymiq>HUHPOBaHHbIX q>opM Me,zuru,HHCKOH .D.0KYMeHTaI.J;HH, HCTI0Jib3yeMbIX B Me,ll;HUHHCKHX 
opraHH3aUHSIX, 0Ka3blBaIOillHX Me,D.H[(HHCK)'IO II0M0IIJ,b B aM6ynaTOpHbIX ycJI0BIDIX, H 
rropH,D.KOB ITO HX 3anoJIHeHmo»; 

- npHKa3 MHH3,npaaa PoccHH OT 06.03.2015 N2 87H «06 yHH<pHUHpOBaHHOH <popMe 
Me,D.J.lnHHCKOH ,D.OKyMeHTal.(RH H <popMe CTan1cT11qecKOH orqeTHOCTR, HCIIOJib3yeMbIX npH 

npoae.nettIn1 ,nHcrraHcepH3aUHH orrpe.neneHHbIX rpyrrrr B3pocnoro HaceneH:HH H 
npoq>HJiaKTHqecKHX Me,D.HUHHCKHX OCMOTpOB, rropH,D.Kax no HX 3anOJIHeHHJO» (BMeCTe C 

«IIopHJJ;KOM 3aII0JIHeHIDI yqeTHOH q>OpMbI N2 131/y «KapTa yqeTa ,D.HCIIaHcepH3all;HH 
( npoq>HJiaKTl.fqecKoro Me,D.HUHHCKoro 0CM0-rpa )»; 
- rrpHKa3 MHH3.D.paaa Pocc1rn OT 14.09.2012 N!i 175H «06 yraep)K.nemrn Tiop».n.Ka 
ocym;eCTBJieHIDI M0HHT0pIrnra 6e30IIaCHOCTH MeJJ;lU.(HHCKHX 1-13,D.emrii»; 
- npHKa3 MHH3.npaea PoccHH OT 10.05.2017 M! 203H «06 yTaep)l()J;eHHH KpHTepHeB 
oueHKH KaqecTBa Me,D.HUHHCKOH II0M0illH»; 
- rrpHKa3 MHH3.npaaa PoccHH OT 20.06.2012 N2 12H «06 yreep)l(,neHHH IIopH,D.Ka 
coo6m.eHIDI cy6neKTaMH o6pameHHH Me,D.HI.(HHCKHX H3,D.emtH 060 acex cnyqasrx 
BbISIBJieHHSI rro60qffb1X ,D.eHCTBHH, He YKa3aHHbIX B HHCTPYKUHH no npHMeHeHHIO HJIH 
PYKOBO,D.CTBe no 3KCrrnyaTall;HH Me,D.Hu;HHCKoro 113,D.emul, 0 He)KeJiaTeJibHblX peaKUH.sIX rrpH 

ero rrpHMeHeHHH, 06 oco6eHHOCTHX B3aHMOJJ;eHCTBHH Me,D.HUHHCKHX H3.n;emrn Me)l()J;y 
co6oH., 0 q>aKTax H 06 o6CTOH.TeJibCTBax, C03.D.aIOmHX yrpo3y )Klf3HH H 3,D.0p0BblO rpa)K,D.aH 
H Me.D;I•II..J;HHCKHX pa6oTHHKOB npH npHMeHeHHH H 3KcnnyaTaUHH Me,D.HUHHCKHX H3,D.em1i1»; 
- rrpHKa3 MHH3,npaecou:pa3BHTIDI P<l> OT 23.08.2010 N2 706H «06 yTaep)l()J;emm TipaBHJI 
xpaHeHIDI JieKapCTBeHHblX cpe,D.CTB»; 
- rrpHKa3 MHHHCTepcTBa 3,npaBooxpaHemrn P<l> OT 14 »HBapJI 2019 r. N2 4H «06 
YTBep)K,D.eHIUf II0pSl,D.Ka Ha3Ha1IeHMJI JieKapCTBeHHbIX nperrapaT0B, q>OpM peuen-rypHbIX 
6JiaHKOB Ha JieKapCTBeHHbie rrpenapaTbl, rropH,D.Ka Oq>OpMJiemrn YKa3aHHbIX 6JiaHKOB, HX 
y1IeTa H xpaHeHIDI»; 
- rrpHKa3 MHH3.D.paaa Pocc1111 OT 31.08.2016 N2 646H «06 yTaep)l()J;eHHH TipaBHJI 
Ha,nJie)Ka~eii: npaKTHKH xpaHemrn 11 nepeB03KH neKapcTBeHHbIX npenapaT0B .nmr 
Me):{HI.l,HHCKOro rrpHMeHeHIDl». 



11. B rrponecce rrpoaepKH rrpoaecTH cne.l(yrorn:He MeporrpIDITH.sI no Kott-rpon10, 
He06XO.l(HMble .l(JIJI .l(0CTIDKeHIDI u.eneii H Ja,l(aq rrpoBe.l(eHIDI rrpoBepKH ( C YKaJaHHeM 
HaHMeH0BaHHJI MeponpIDITIDI no KOHTp0JilO H cpoKOB ero npoBe.n,eHIDI): 
- paCCM0TpeHEe ,n;oeyMeHT0B IOpH,n;H~ecKoro JIEIJ.a c 03.03.2020no31.03.2020 ro.l(a; 
- o6cJie)lOBaHHe .H.CIIOm,3yeMbIX IOpH)J;HqecKHM JIHU.0M np1'1 ocymecTBJieHHH ,n;e.siTeJibH0CTH 
TeppHTOpHH, 3):(aHHH, CTpOeHHH, noMe:meHHH, o6opy,n;oBaHHJI c 03.03.2020 no 31.03.2020 
ro,n:a. 

12. IlepeqeHb nOJIO)KeHHH 06 ocymecTBJiemrn rocy.napCTBeHH0ro K0HTp0JIJI 
(H8.Jl30pa) H MYHHU.HIIaJibH0ro KOHTpon.si, a,n.Mmrnc-rpaTHBHbIX pernaMeHTOB no 
ocymecTBJieirnIO rocy,n:apcTBeHHoro K0HTpomr (Ha,n;3opa), ocyrn:ecTBnettHlO 
MYHRU.Ima.JibH0ro KOHTJ)0Jl.sI (rrpH liX H~lUI): 
- IlocTaHoBneHHe Ilpaa11Te111,cTBa PoccHHCKOH <l>e,n;epau.mr OT 12 Ho.si6p.si 2012 r .. M:! 1152 
«06 YTBep)KJleHHH IlOJIO)KeHHJI 0 rocy,n;apCTBeHHOM KOHTp0Jie KaqecTBa H 6e30IIaCHOCTH 
Me.l(HU.HHCKOH ,n:e.siTeJII,HOCTH»; 
- npHKaJ MliH3,n:paBa Poccmi: OT 17.07.2015 .N2 454H 
A.l(MHHHCTpanrnHoro pernaMeHTa <l>e,n:epa.nbHOH cny)K61,1 no 

«06 YTBep)KJleHHH 
Ha,n.3opy B ccpepe 

3JlpaBooxpaHeHIDI . . . no ocyr.u:eCTBJieHHIO JIHI.(eH3HOHHOro KOHTpOJI.sI Mel(HIJ.HHCKOH 

,n:e.s1TenbH0CTH»; 
- npHKaJ MliH3.D.paBa P<l> OT 23.01.2015 N2 12H «06 yTaep)KJleHHH Anwrn.Hc-rpanrnHoro 
pernaMeHTa no ocyru:ecTBJieHHIO rocy,n:apCTBeHH0ro KOHTpOJI.sI Ka'ieCTBa H 6e30ilaCHOCTH 
Mel(HIJ.HHCKOH p;e.siTeJibH0CTH IIYTeM npoBe,n:eHH.sI npoBepoK npHMeHeHR.sI . . . nop.sI.l(K0B 
0Ka38HH.sI Me.lJ.l'U.:(HHCKOH noM0W:H H CTaH,n;apTOB Mel(HIJ.HHCKOH noM0W:H», 
- np.H.Ka3 MHHRCTepcTBa 3.l(paBooxpaHeHH..sI PocCRHCKOH <l>e,n:epaU.HH OT 23 .SIHBap51 2015 
ro.n.a .N213 H «06 YTBep)KJleHHH 8.l(MHHHCTp8T.H.BH0ro pernaMeHTa <l>e,n;epanbHOH cny)K6bI 
no tta,n:Jopy B ccpepe 3,n;paBooxpatteHHJ1 no HcnonHeHHJO rocyAapcTaeHHOH cpyHKU.HH rro 
npoae,n:eHHIO npoaepoK opraHH3aU.HH H ocyr.u:ecTBJieHHH . . . ocymecTBJIHIOIIJ.HMH 
Mel(HUHHCKYJO ,n:eaTeJibHOCTb opraHH3aIJ.HJ[MH H HHJlHBH)J;Ya.JlbHblMH npe.n,npHHRMaTeJI.sIMH 

BttyrpeHHero KOHTpOJI.sI Ka~eCTBa H 6e3onaCHOCTH Me,[{HU.HHCKOH ,n:e51TeJibHOCTH»; 
- npRKa3 MHH3.l(paaa P<l> OT 26.01.2015 ,NQ 19H «06 YTBep)K,n:eHHH A.l(MHHHCTpaTHBHOro 
pernaMeHTa no ocymecTBneHHIO rocy,n:apcTBeHHoro KOHTpon.si KaqecTBa M 6e3onacttocTR 
Me,[{RU.HHCKOH ,n:e51TeJibHOCTH rryreM npone.neHIDI npoaepoK co6n10.ueHRSI . . . npaB 
rp8)K.l(8H B cq>epe oxpaHbI 3.D:OpOBb.SI», 

- IlocTaHonneHHe Ilpaa.1:nenbcTBa P<l> OT 15.10.2012 .N21043 «06 yTnep)KJleHRH 
IloJIO)KeHIDI O cpe,n:epa.nbHOM rocy,n:apCTBeHHOM H8.Jl30pe B ccpepe o6p8IIJ.eHHJI 
neKapCTBeHHblX cpe)lCTB»; 
- IlocTaHoBneHMe IlpaBHTeJibCTBa P<l> OT 25. 09.2012 N2 970 «06 YTBep)K.l(eHHI-1 
Ilono>KeHHJI O rocy.l(apCTBeHHOM KOHTpone 3a o6parn:eHHeM Me.l(RIJ.HHCKliX H3,n:emrii»; 
- IIpHKa3 MHH3.L1,paBa P<l> OT 05.04.2013 .N!! 196H «06 YTBep)KJleHHE A.l(MHH.HCTpaTHBHOro 
pernaMeHTa no KOHTpOJIIO 38 o6parn:emrnM MeARU.HHCKHX H3,[{eJIHH»; 
- rrpHKaJ MliH3JlpaBa Pocc.Jrn OT 26.12.2016 .N2 998H «06 YTBep)KJleHHI-1 
MMHHHCTpaTRBHoro perJiaMeHTa <l>e.n:epa.JibHOH cJiy)K6bI no H8.Jl30py B ccpepe 
3.L1,paBOOXp8HeHH51 no 1-fcnonHemrIO rocy.l(apCTBeHHOH cpyHKIJ.HH no ocyrn:ecTBneHHIO 

cpeAepa.nbHoro rocy.n:apcTneHHoro Ha,n:3opa B ccpepe 06parn:eHI-1..sI neKapcTBeHHI,IX cpe.ncTB 
rrocpe,n:cTB0M opraHinau.m1 H npoae.l(eHHJI npoaepoK co6n10,n:eHI-1.sr cy61>eKT8MH 
o6pa:meHIUl neKapCTBeHHbIX cpe,n;CTB -rpe6oaam1ii K .l(0KJIHHHqecKHM HCCJie,[(OB8HHHM 
neKapcTBeHHbIX cpe,n:CTB, KJIHHH-qecKHM HCCJie,[(OBaHIDIM JieKapCTBeHHbIX nperrapaTOB, 



XpaiieHlUO, rrepeB03Ke, 0TIIYCKY, peam-13au.1rn JieKapCTBeHHbIX cpe)lCTB, npHMeHeHIUO 

neKapCTBeHHI,IX rrpenapaT0B, YHHqTQ)KeHIUO neKapcTBeHHbIX cpe,n;CTB». 
(c YK838HHeM H8HMCIIOB81111l1, HOMCpOB H ABT HX npHHRllUI) 

13. IlepetieHb .D.0K:yMeHT0B, npe,n;cTaBJieHHe K0T0pbIX lOPH.D.HtieCKHM mn.J;0M, 

HH,n;HBH.D;yam,HbIM npe.n;npHHHMaTeJieM He06XO)lHMO )l.JUI A0CTH)KeHIDI u.eneH H 3a,n;aq 

npoae.n;emu1 npoeepKH: 

- npHK83 0 H83HatieHHH PYK0B0AHTeJUI Me.D;HI.J;RHCKOH opraHH3aI.J;HH; 

- .IJ;0K:yMeHT, IIO)lTBep)l(.l(aIOl.llHH 3aK0HHbie 0CH0BaHlUI npe)lCTaBllilTb HHTepecM 

lOpH)lHtiecKoro JIRI.J;a npH rrpoBe,n;eIDUI npoeepoK (npHK83, peIIIeHRe, )lOBepeHHOCTb H 

T.)l.); 

- A0KyMeHTbl, Il0ATBep)K,ll;alOl.llHe Ham1qHe Ha npaae co6CTBeHHOCTH HJIB Ha HH0M 

3aK0HH0M 0CH0BaHHH Heo6xo,n;HMbIX A.JUI ocymecTBJJeHIDI ,n.eSITem,H0CTH IlOMemeHHH, 

npaea Ha KOTOpLie He 3aperHCTpHpoeam,1 B E,n;HHOM rocy.n:apCTBeHHOM peecrpe Ha 

He.D.BH)KRM0e HM~eCTB0 H c,n.eJI0K C HHM; 

- .IJ.OKyMeHTLI, CBH.n;eTeJibCTBYJOl.llHe O HaJJH1lHH y cneI.J;HaJIHCTOB BbICIIIero HJIH cpe)lHero 

npoq>eCCHOHaJJbHOro (Me,D.HI.J;HHCKOro) rrocneey3oBCKOro HJIH ,D.OIIOJIHHTeJU,HOro 

npoq>eCCHOHaJJbHOro ( Me)lRI.J;HHCKoro) o6p830BaHIDI H cepTHq>HKaTOB cneI.J;HaJIHCTa, 

C00TBeTCTBYIOl.llHe rpe6oBaHHSIM H xapaKTepy BbIIl0JIIDieMbIX pa60T H ycnyr; 

- ,D.0KYMeHTbI, no,n.TBep)K.lJ;aIOmHe oq>opMJieHHe TPYA0BbIX OTHOIIIeHHH B C00TBeTCTBHH C 

Tpe6oeaHIDIMH Tpy)loBoro 3aK0H0)laTem,cTaa (rpy.n;oaaSI KHH)l(Ka, TPYA0Bble ,n.oroeopa, 

Oq>OpMJieHHbie cornaCH0 ycTaH0BJieHHblM Tpe6oBaHHSIM); 

- .l(0JJ)KH0CTHbie HHCTPYKUHH, IJITaTH0e pacm1caHHe, npaBHJJa BHyTpeHHero TPYA0B0ro 

pacrropS1,n:Ka; 

- nepBH"tJHaSI Me.IJ.HU.HHCKaSI .l(0KyMeHTaI.J;IDI; 

.n:oroeopa, 3aKJ110tieHHLie C ,n.pyrHMH Me.LJ;HU.HHCKHMH opraHH3ar.vrnMH Ha 

npe.n:ocTaenemrn Me,D.HU.HHCKHX pa6oT (ycnyr); 

- Il0JI0)KeHJ-Ie 0 C00TBeTCTByJOinHX CTPYKTypHbIX no.LJ;p83.n;eneHIDIX C rpaq>HKOM pa6oT 

cneI.J;HaJIHCT0B; 

- )lOKyMeHTbI, IlO.D;TBep)K.lJ;ruomHe opraHH3aumo CHCTeMbI BHyTpeHHero KOHTpOJUI 

(npHK83bI, npoTOKOJibI, aKTbl H rrpo11ee); 

- .IJ.0KyMeHTbI, Il0,D.TBep)K.IJ.aIO.mHe opraHH3aU.HlO, BHe.LJ;peHHe H 06ecrre1IeHHe CHCTeMLI 

Ka'ieCTBa; 

- ,l(0KyMeHTbl, perrraMeHTHpy10mHe ,l(eSITeJJI,H0CTb opraHH3aU:HH B cq>epe o6pameHIDI 

JieKapCTBeHHbIX cpe.LJ;CTB H Me,nHI.].HHCKHX H3.LJ;emdi ,l(JISI Me,D.HU.HHCKOro npHMeHeHlrn, B 

C00TBeTCTBHH C Tpe6oeaHH.SIMH ,n;eifoTByromero 3aK0H0,D.aTeilbCTBa (npHK83bl, 

HHCTPYKU:HH, COilbI H ,n;p.); 

- ,l(0KyMeHTbI, II0,l(TBep)K.lJ;aIO.mHe co6JJIO.l(eHHe 10pHJJ;H1-IeCKHM JIHU:0M, npaBHJI nepeB03KH 

neKapCTBeHHbIX cpe)lCTB .n:m1 Me)lHIJ.HHCKoro npHMeHeHHSI; 

- ,noKyMeHTbl, TI0ATBep)l(,D.alOIJ.J;He co6JJIO,n;eHHe IOpH,D;lfqecKHM JIHU:0M, ocymecTBilSIIOII(HM 

xpaHemre neKapCTBeHHbIX cpe.l(CTB )lJISI Me.D;HI.J;HHCK0ro npHMeHeHHSI: 

- npaBHJI xpaHeHHSI JieKapCTBeHHbIX cpe.n;cTB ,l(llil Me.D;HUHHCK0f0 npHMeHeHIUI; 

- CHCTeMaTH381.J;HH xpatteHHSI JieKapCTBeHHbIX cpe)lCTB ,D.JISI Me,D.HUHHCK0ro npHMeHeHIDI; 

- rropSI,D.Ka ae,n.eHIDI ~eTa neKapCTBeHHbIX cpe,n;CTB ,D.JISI Me)lHU:HHCK0ro IlpHMeHeHIDI 

3a6paKOBaHHbIX, B03BpameHHbIX, 0T03BaHHbIX, C HCTeKIIIHM cpoK0M ro,D;H0CTH, C 

MCTeKaIOl.llHM cpoK0M f0.l(H0CTH; 



- rrop.H,nKa Be,n;eHIDI yYJeTa JieKapCTBeHHbIX cpe,D;CTB ,z:i;m1 Me,zvn.i:HHCKOrO rrpHMeHeHHH, 

11O,l(Jie)KaJUHX rrpe,llMeTHO-KOJIHtJeCTBeHHOM)' )"leTy (rrpH Harnrqmr); 

- rropSl,llKa Be,l(eHIDI )"leTa BaKUHH (rrpH Ha.JlliliHH); 

- perHCTpaI.U·UI napaMeTpOB TeMnepaTyp1,1 H BJla)KHOCTH B ITOMemeHIDJX xpaHeHHH 

JieKapCTBeHHbIX cpe,UCTB .um1 Me,l(0l.(HHCKOro npHMeHeHHH; 

- IlOBepKH npH6opoB ,llJUI perHCTpfill.HH rrapaMeTpOB TeMrreparypbl H BJia)KHQCTH; 

- ,llOKYMeHThl, 11O,llTBep)K,l(aIOIUHe co6JIIO,l(emrn: 

- opraHHJal..(HH JaKyITKH JieKapcTBeHHbIX cpe,ll;CTB )];JUI Me,l];HI.(HHCKOrO npHMeHemrn, 

opram-1Jal.(HH rrpHeMKH, OTrpyJKH ( OTIIYCKa) JieKapcTBeHHhIX cpe,UCTB .UJI.H Me,lJ;HI.(HHCKOro 

npHMeHeHIDI (.uoroBOphI Ha IIOCTaBKY (np1106peTeHHe) JieKapCTBeHHbIX cpe,ll;CTB )];IDI 

Me,l];Hl..(HHCKOro rrpliMeHeHIDI, TOBapHhle HaKJia,UHhie, CtJeTa-cpaKryphl, Tpe6oaaHIDI­

HaKJia,UHbie, ,l];OKyMeHThl Ha BttyTpeHHee rrepeMemeHHe, cepTHq>HKaThl KatJeCTBa, 

,UeKJiapal.(IDi COOTBeTCTBM.H, pernCTpfill.HOHHbie y.n;ocTOBepeHIDI HJIH cae,n:eHIDI O HHX, H 

.n;p. ); 

- opraHHJal.(HH KOHTpOJIH KatJeCTBa neKapCTBeHHhIX cpe,ll;CTB .llJ1.H Me,lJ;HI.(RHCKOr o 

rrpHMeHemrn; 

- opraHHJal.(mr HJ'b.HTHH HJ o6pameHM.H He,no6poKal.JeCTBeHHbIX, cpanbCHq>HIJ;HpOBaHHhIX 

neKapCTBeHHhIX cpe,ll;CTB )];JUI Me,l];Hl..(HHCKOro rrpHMeHeHM.H, neKapCTBeHHbIX cpe,l(CTB ,n;JIH 

Me,nm:.urncKoro npHMeHeHM.H C HCTeKIIIHM cpOKOM ro,UHOCTH; 

YHWITO)KeHM.H He.n;o6poKa'1eCTBeHHbIX, q>aJihCHq>HI.(HpOBaHHbIX, KOHTpacpaKTHhIX 

neKapCTBeHHblX cpe,ll;CTB .llJUI Me,ll;HI.(HHCKOro rrpHMeHeHIDI; 

- .llOKyMeHThI, IIO.llTBep)K,l(aIOmHe co6nro,n;eHHe o6cJiy)KHBaHHH cornacHO .llOKYMeHTau;HH 

no HCITOJibJOBaHHIO (3KcrrnyaTaU:HH) o6opy,n;oBaHM.H, OKaJh1Ba10mero BJIHRHHe Ha 

xpaHeHHe H (mui:) rrepeBOJKY rreKapcTBeHHh!X rrperrapaTos; 

- .llOKyMeHTbl, IIO.llTBep)K,l(aromHe COOTBeTCTBHe Me.n;HIJ;HHCKHX HJ)];eJIHH o6sr3aTeJibHhIM 

Tpe6osaHIDIM, s TOM 'IHCJie perHCTpau;mo Me,l(Hl.(HHCKHX HJ,l(eJIHH (perHCTpal..(HOHHhie 

y.n;ocToaepeHHJJ Ha Me,AHIJ;HHCKHe HJ,UeJIHH, nacrropTa, cepTH<PHKaThI, ,neKJiapau;1,rn o 

COOTBeTCTBHH); 

3KCI1JlyaTaU.liOHHaR ,l).OKyMeHTal..(HR Me,ll.HU:HHCKHX HJ.n;emrn: (HHCTPYKI.(HH no 

npHMeHeHRlO, PYKOBO,l).CTBO no 3KcnnyaTaU:HH, :>K)'l)HaJI TeXHHl.JeCKOro o6cny»ornaHM.H, 

.n.oroaop C opraHH3al.(HeH, npOBO,ll.RI.I.(eH TeXHWieCKOe o6cJiy)KHBaHHe, aKT KOHTpOJIH 

TeXHWieCKOro COCTOHHIDI, H .n.p.); 

- TOBapoconpoBO.D;RTeJibHaR ,l).OKYMeHTal.(IDI Ha Me,UHI.(0HCKHe HJ,neJIHsr; 

,l(OKyMeHTaU:IDI, pernaMeHTHPYIOIUaR BHyTpeHHHH rropH,ll;OK ocyI11.eCTBJieHIDI 

MOHlffOpliHra 6eJonaCHOCTR Me,ll.HU:HHCKHX H3,lleJIHH, B TOM t.IHCJie OTHOCHTeJibHO 

He6naronpHHTHblX co6.E.ITHR. 

PyKOBO.D;HTeJib E.JL XpycTanesa 

(4ta,MKJKI, MM.a. OT'NCTIO (noc:AtAHee - npH HaJltNHH) HA~ AOJl:«»OCntoro JnlUI. HCnOCpt,ACTICHtlO 00,Ql"O'T'OIMIWU'O npoc.lCT pacnoplat.llKI (npuua). XDKn.,,..A ~ 3AHTJIOKHMA a.,,.c(npH 
N&IUl'tHH) 


