T

MHuUHHCTEPCTBO 3IPaBOOXPAHEHHS ’* = ’
Poccuiickoii ®@enepaunu AnTteunsie OpraHu3aluyu U
OEJNEPAJIBHAS CJIYKBA 11O HAIBOPY HHAUBUOYaJIbHbBIE
B CO®EPE 3IPABOOXPAHEHMU A Tipa e .
(POC3IPABHAI30P) peAIIpUHUMATEIH,

oC €CTBJIAIOIIE UJIH UMEIOIIUE
3AMECTUTEJIb PYKOBOJUTEJISA Y m T
HaMEpEeHUs OCYILIECTBJIIATH
CnaBsHckas . 4, ctp. 1, Mocksa, 109012

Tenedor: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38 (bapMaueBTpIquKym NEeSITeIbHOCTE

www.roszdravnadzor.gov.ru

Ak O 46 N0 OA u “56(7(/0(/6'
Ha Ne oT
| |

OG6 o0s3aTenbHBIX TPEGOBAHUIX
K alTeYyHOl OpraHu3aIiy

DenepanbHas ciyx6a 10 Haazopy B cdepe 3[paBOOXPAaHEHHUS BO HCIIONIHEHHE
1. 7.1. IIpoTokona coBem[anns y 3aMeCTHTEIS AupexTopa Jlemapramenra obecrneuenmus
perynsaTopHo# nmonutuku [IpaBurtenscTBa Poccuiickoit ®enepanun C.B. Muruna ot
25 denpaist 2026 r. Ne I136-18mp «O6 aKTyalusaIuy omucanmii L[EJICBOI0 COCTOSHHS
TOCYNapCTBEHHBIX yCIIYT, TOPabOTKa KOTOPHIX 3alllaHApoBaHa Ha 2026 romy IIpoBeJa
aHamM3  HECOOTBETCTBHA  OOS3aTENbHBIM TPeGOBAHUSM IIpH OCYIIECTBIEHUH
(hapManeBTHUECKOM AeATeTbHOCTH ANTeYHBIMY OpraHU3alUsIMU U HHAUBUIY ATbHBIMU
TMPCANPUHAMATE/IAMY, BBIBICHHOTO B XOAE BBIE3NHOM OLEHKH M IOCIY)KHBIIETO
[IPHYMHaMU OT3bIBA 3asBJICHHHM Ha MPeNOCTaBjeHHe/BHECEHHH M3MEHEeHU B peectp
IMUEH3UH 10 [NPUHATHS PEIUCHHS JHIEH3UPYIOIUM OpraHoM U OTKa3a B
PeNOCTaBICHUH JINLIEH3UH.

B memax  okasaHma  MeTomONOrHMYecKoit IIOMOIIK  COUCKATEJIIM
TUICH3UH/INIEH3HATaM ¥ U CHIDKCHHS KOJIMYECTBA OTKA30B IIPH OKa3aHUHU
TOCYAapCTBEHHOH YCIYIH MO JIMIEH3UPOBAHWIO (hapMaLeBTHYECKOH NesTelbHOCTH
MPEACTaBIsAeM HHYOPMaNUI0 00 06S3aTeNBHBIX TPeGOBAHHUAK K IIOMEILEHUSIM U
00OpYHOBaHMIO AaNTEeYHBIX OPTaHH3ALMi B COOTBETCTBHE C Ilomoxenuem o
JIMILIEH3UPOBAHHHI dapmareBTHYECKOI JIeSITENBHOCTH, YTBEPXICHHBIM
noctaHoBineHueM IIpaBurtenscrsa Poccuifckoi OQeneparu ot 31.03.2022 No 547,
IIpaBuiamMn Hamexaledl anTedyHOM MpakTHKHU JICKapCTBEHHBIX IIpPerapaToB s
MCUIMHCKOTO NPUMCHEHUS, yTBEPKIACHHBIMA IIpHKa3oM Munsapasa Poccun or
29.04.2025 Ne 259m, IlpaBumamMu XpaHeHHs JI€KapCTBEHHBIX CPENCTB  JUIS
MCIIIHHCKOr0 IPUMEHEHHs, YTBEPXKACHHBIMK IIpHKa3oM Munsnpasa Poccuu ot
29.04.2025 Ne 260H.

ArnTevHas OpraHH3aLKs ¢ HETbI0 06eCIeYeH s Ka9eCTBa PO3HHUYHOH TOProOBIH
JIEKapCTBCHHBIMU MPENapaTaMy Ul MEIUIMHCKOTO INIPHMEHEHHUS IOJDKHA HMETh
Habop moMeIleHHH (30H), (YHKIHOHAIHLHO OOBEMHEHHBIX, WM30JIMPOBAaHHEIX OT
APYTHX OPraHU3aIMH ¥ UCKIFOYAIOIIMX HECAHKIMOHUPOBAHHEIH JOCTYII IIOCTOPOHHHX
JIMII B HUX:



- moMelneHye (30Ha) JjIsi TOPTOBJIH JIEKapCTBEHHBIMHU IIpenapaTaMy (TOProBhIH
3aI);

- noMelmieHde (30HA) U1 XpaHeHWs OCHOBHOIO 3amaca JIEKapCTBEHHBIX
[PEnaparoB Ui MeTUIIMHCKOrO IPUMEHEHHS,

- IOMeIleHHe Ui M3rOTOBJIEHMs JIEKAPCTBEHHBIX IIpenaparoB (IIpu
HeOOXOAUMOCTH);

- mnoMemeHre (30Ha) I TPHEMKH JICKAPCTBEHHBIX IIpenaparoB (¢
BO3MOKHOCTBEO OUHCTKY Taphl);

- moMelneHKe (30HA) VI XpaHEHHUs! JIEKapCTBEHHBIX IPenaparoB, TPeOyIOmuX
CIIELMANBHBIX  YCJIOBHM, YCTAQHOBICHHBIX IPOM3BOJUTENIIMH  JIEKAPCTBEHHBIX
Ipernaparos; !

- ITIOMEIIIeHNE (30Ha) JUTS XpaHEeHUs banbcuUIMPOBaHHBIX,
HeT00pOKaueCTBEHHBIX, KOHTpahaKTHBIX JIeKapCTBEHHBIX IpernapaToB;
JIEKApCTBEHHBIX ~ MPEMaparoB I  MEIWIMHCKOTO TNpHUMEHeHWs (namee -
NIeKapCTBEHHBIM IIperapar), B OTHOIIEHMH KOTOPBIX B CHCTEME MOHMTOPHHIA
IBIDKEHHS  JIEKApCTBEHHBIX  IIperapaToB Ui  MEQULIUHCKOrO  IPHMEHEHHS
OTCYTCTBYIOT CBEIIEHHs O HAaHECCHHH CPENCTB HACHTH(QUKALMK U (WJIH) CBEJCHHA O
BBOJI€ B IPKIAHCKHI 000pPOT; JIEKAPCTBEHHBIX MPENapaToB, B OTHOIICHHH KOTOPBIX
OCyIecTBIeHa OJOKMPOBKA BHECEHMS B CHUCTEMY MOHHTOPHHIA JBHKEHHS
JIEKapCTBEHHBIX MPEMapaToB s MEJUIMHCKOrO IPUMEHEHUs CBEICHHH O BBOJC B
rpaXKIaHCKu# 060poT, 06 060pOTe MM O MPEKpaIeHu: 000pOTa; JIEKapPCTBEHHBIX
IIpenapaToB, IPUMEHEHHEe KOTOPHIX PHOCTAHOBIIEHO 110 pelleHHIo Poc3ipaBHan3opa;
JIEKapCTBEHHBIX ~ I[IPElapaToB, TPaXIAHCKHA 00OpPOT KOTOPBIX — NPEKPAIeH;
JNIeKapCTBEHHBIX MIPeNapaToB, CPOK TOAHOCTH KOTOPBIX UCTEK;

- moMeleHue (30Ha) Ul KapaHTUHHOTO XPaHEHHs JICKAPCTBEHHBIX NPENapaToB
(XpaHATCSA OTHENBHO, C OrPAaHHYEHHEM [OCTyllda B COOTBETCTBYIOIIEM 3aKPBITOM
[TOMeILIeHUH U (M) 30He WK 3aluparoleMcs mkady);

- aJMHUHHCTPAaTUBHO-OBITOBBIC IIOMENIEHHs (B TOM YHCIe IV Pa3lelbHOrO
XpaHEHHUs OJIEXKIbI, IPHeMa [HIIH, CaHy3I1a).

[ToMemneHus JODKHBI OBITH  OCHAIEHBl CHCTEMaMHd  OTONJICHUS U
KOH/MILMOHAPOBAHHS, €CTECTBEHHOM WIM IPUTOYHO-BEITSDKHOM —BEHTHIAIMEH,
CHCTEMaMH YBI&XHEHHS M (WiIM) OCYyIIeHHs BO3dyxa (ITIpu HEOOXOIUMOCTH),
06eceYnBAOIIIME YCIOBHS TPy B COOTBETCTBHIHU C TPYAOBBIM 3aKOHOAATEIECTBOM
Poccuiickoit Penepaiiu, a TaKkKe COOIIONEHHE TpeOOBaHUM IpPABUJI XPaHEHUs
JIEKapCTBEHHBIX [IPEIIapaToB I MEAULIMHCKOTO MPUMEHEHHS.

[MoMemmenuss U XpaHEHWs JIEKapCTBEHHBIX IIPerapaTtoB OCHAINAIOTCH
06GOpY/I0BaHKEM, [TO3BOJIMIONIAM OOECICUUTh MX XPaHEHHE C ydIeTOM TpeOoBaHUi
IPaBIJI XpPaHEHHU.

Toproselif 3am  mOKeH ObITH 0OOpyZOBaH TOHMIOJAMH, OTKPBITBIMU
cTeiaxaMy, IIKadaMy, BATPHHAMH JUIS BBIKIAJKH JIEKapCTBEHHBIX IpeNapaTos,
OTIIycKaeMBIX 6e3 pelenTa Bpaya, ¥ ApYTHX TOBapOB aNTeYHOr0 aCCOPTUMEHTA.

IIpy 5TOM XpaHeHHe JeKapCTBEHHBIX MPENapaToB, OTITYCKaeMBIX IO PELEITy
Bpaya, JOJDKHO OCYILECTBIATECS B 3aKPBITBIX mkadax (BUTPHHAX).

IIi1s1 XpaHEHHs TEPMOJIa0HITBHEIX JIEKAPCTBEHHBIX IIPETIApaToB B IBYX PeXUMax
xpanerus (ot +2°C go +8 °C m or +8°C no +15°C) anTeka HOOJDKHA HMMETh




XOJIOJWIBHOE OOOpyZOBaHWE — XOJNOAWIbHBIE KaMepsl U (WIH) XOJIONWIBHHKY,
HaCTPOEHHBIE Ha J1Ba pa3HBIX pexuma xpaHeHus (ot +2°C mo +8 °C u ot +8°C nmo
+15°C). Taxxe X0IOAMIBHEIM 000pYJOBaHHEM JOJIXKHO OBITH OCHAIIEHO ITOMEILCHUE
(30Ha) U1 KapaHTUHHOTO XpaHEHWs JIeKapCTBEHHBIX CPEICTB, TaK KaK M3 30HEI
KapaHTHHHOTO XPaHEHHs JIeKapCTBEHHBIN INpermapaT MoOXeT OBITh BO3BpAallleH B
rpakJaHcKui 060poT.

JUis  XpaHEHUs JIeKapCTBEHHBIX IIperapaToB H TOBApOB  alTE€YHOI'O
aCCOPTHMEHTa B IIOMEIIEHHWU (30HE) OCHOBHOTO XpaHEHHUS HEOOXOIAMMO HMETH
CTeNNaXy, MKagbl, MOANOHBI, IOATOBAPHHUKHA B KOJHUYECTBE, OOECIIEYMBAIOLIEM
Oe3omacHOe pa3[elbHOe XpaHeHHe, JIEeKapCTBEHHBIX IIPEerapaToB, MeEIUIHUHCKHUX
U3JeNUH ¥ UHBIX TOBAapOB allTeYHOT'0 aCCPTHUMEHTA.

JUis XpaHeHHs JIeKapCTBEHHBIX IIperaparoB, IIOAJEXAIIUX IPeIMETHO-
KOJIMYECTBEHHOMY YyueTy, HeoO0XOOUMO HMeTb CeHdBl, MeTaulnuecKue IMIKadel,
3anuparomuecs mKagsl.

ArnTedHast opraHu3anys JODKHA UMeTh 000pyIoBaHUe (CpelcTBa U3MEpEHuH),
HCTIONBb3yeMOe Il KOHTPOJIS UM MOHUTOPUHIA yCIIOBUN XpaHEHUS JIEKapCTBEHHBIX
CpencTB (U1 peTUCTpaly TEMIIEPATYPhl U BIaXKHOCTH).

AmiTedHass ~ OpraHW3alds, OCYLIeCTBIOMAs  (UMeroInas  HaMepeHHe
OCYIIECTBJISITh) HM3TOTOBJICHHUE JIEKAPCTBEHHBIX IIPErapaToB ULl METUIIMHCKOTO
IpAMEHEHUs, MOOJDKHAa OBITh OCHAaIlleHa COOTBETCTBYIOIIMM 00OpyIOBaHUEM:
CyXOXapoBo¥ mKad, crepwiuzarop, ImKad CyMMIBHBIA  SIEKTPUYECKUH,
OUCTHJLISTOP,  ammaparT sl (GWIBTPOBaHWS, CHCTEMAa  OYHCTKHA  BOJBI
KOMOWHHMpOBaHHAs, INKad  BHITSDKHON, JIaMHUHApHBIE CHCTEMBI, MOEYHOE
obopymoBanue, OakTepuIMIHbBIe 00Iydarens, 1abopaTopHas MOCyZa, NpUMeHseMas
IS aHAJTMTHYIECKHX paboT (OropeTodHas yCTaHOBKa, OI0peTKa NpsiMasi ¢ KpaHOM (MiIn
C OJIMBOIf), MEKPOOIOPETKH, KalleJIbHUIIBI Il UHINKATOPOB U peaKTHBOB, MEH3YPKH,
IHIIETKA, IPOOUPKHU, CTEKIIA, CTYIIKU U MECTUKH, TUIIH, LIAIUHIAPEl U3MEPUTEILHELE,
KOJOBI W T1Ip.); CpeAcTBa W3MEpeHHH H 00opynoBaHHE, IPUMEHSIEMEIE I
aHAJTUTHIECKUX PAa0bOT (BEChl aHAIUTHYECKHE, BECHl PABHOILICYHME DPYYHEIE, BECHI
TEXHHYECKHWE, PA3HOBECHI, T'MPH, MHUKPOCKOI OHOIOrMYEeCKHl apeoMeTphl (WiIH
JIE€HCUMETPEI), IHMKHOMETPHI, CIHUPTOMEpHl CTeKIsHHBIE (Habop), obaydaTens
yIbETpa(UOIETOBBIHM it OOHAPY>KEHUSI BATAMHUHOB B pacTBOpe (MM aHAIMTHYECKas
KBapIleBas JlaMIia), yCTPOUCTBO ISl KOHTPOJISA CTEPUIBHBIX PACTBOPOB HA OTCYTCTBUE
MmexaHnyeckux Briarouenuii (YK-2), 6aHs BomsgHas jgabopaTopHas C OTHEBBIM HIIH
3IIEKTPUYECKUM IOLOIPEBOM, DIIEKTPOILIUTKA JJabopaTopHas, 3KCHKaTop (6e3 KpaHa),
KOJIOPUMETpP-HeheToMeTp (POTOITEKTPUIECKUN I yIbTPapHONIETOBOW 1 BUIAUMOM
0611acTy crnekTpa, pH-MeTp MILTMBOIETMETP (MM HOHOMED), pedpaKkToMeTp.

AnTeyHas  opraHusaunds, OCyIIecTBIIomias  (MMeIoIlas  HaMepeHHe
OCYIIECTBJISATH) U3TOTOBIECHNE PaAnohapMaleBTHIECKHX JEKaPCTBEHHBIX IPENapaToB
LIS MEJUIMHCKOTO IpPMMEHEHHs, JODKHAa KMETh HeoOXOIuMoe [yt 3TOro
060pyOBaHKe: CHEUAIA3NPOBAHHBIM 3alUTHEIA IKad, 60 Habop 3alIMTHBIX
IIPUCIIOCOONEHU MJIsi HW3TOTOBIEHUS pPannohapMalleBTHYECKUX JIEKapCTBEHHBIX
IpernaparoB; HaOOp  [JO3MMETPHUYECKOro  O0OpyHOBaHMS UL  ONpeNeIeHHUS
PaJMOaKTHBHOTO 3arps3HEHUs] pPYK/PyK H  HOT, HabOp JTO3UMETPUYECKOIrO
06OpyIOBaHMS 7S ONpeNeeHHs pPaIHOaKTHBHOTO 3arpA3HEHMs  pabodumx
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IIOBEPXHOCTEMH, a TaKXKe ITapaMeTPOB paJiOaKTUBHOIO U3IIy4eHUs Ha pabOunX MecTax;
KaquOpaTop AakTUBHOCTH H30TOIOB; TIe€HEpaTop pPaJWOHYKIUIOHOW CHCTEMEI;
KOHTeWHep I paguOaKTUBHBIX OTXOJOB; IKa(bl/O0KCH paguOXUMUYECKHE I
pasMeleHuss O0OpyHOBaHHS CHHTe3a WU (DAcOBKH paauodapMaleBTHIECKIX
JIeKapCTBEHHBIX IperapaToB; 3alllUTHbIE KOHTEHHEPH! A paguodapMalieBTHIeCKUX
JIEKapCTBEHHBIX IIperapaToB; BHICOKOA(h(EKTUBHBIA >KUIKOCTHBIM Xpomartorpad
VBJ]I, aBTOMaTH4YeCKUH KM II0JyaBTOMaTH4YeCKUl; ra3oBeli xpomartorpad WBJI,
aBTOMAaTHYECKHH wmin monyaBToMarmdeckuii; pH-merp MBJI; mxad mns xpaHeHuUs
BeIeCTB (peakTUBOB); IIKad IS XpaHEHUS JErKOBOCIUIAMEHSIOLIUXCS JKUIKOCTEH
(pacTBOpHUTENEit); KA XUMUIECKUM BEITSXKHON; Oapbep IJIs 3alllUThl OT U3Iy4eHHU,
CTaIlHOHAPHBIH; pabodas CTaHIIUSA PaJHUOJIOrMYECKOM CUCTEMBI apXUBALMHK U IIEPEAAYn
M300paXkeHuif; MpUOOp KOHTPOJIS YPOBHS H3ITydeHHsS KOMOWHHPOBaHHBIN; cedd
3aIIUTHEIA I XpaHEeHUsI KaTHOPOBOYHBIX UCTOYHUKOB; 000pyOBaHHE 111 (PaCOBKH
(mosupoBau¥s) paxuohapManeBTUIeCKUX JeKapCTBEHHBIX MIPENapaToB BO (DIaKOHBI
wid  mmpuiel;  ckanep TCX-mmacTuH, OOOpPYHOBaHHEIA —pPagMONETEKTOPOM,;
o0opymoBaHHe AJISI CHHTe3a pafnodapMalleBTUYECKUX JIEKAPCTBEHHBIX MPEnapaToB
(aBTOMAaTH3UPOBaHHbIE MOXYJIHM CHHTE3a); MyJbTHKaHaJbHBIM raMMa-aHallH3aTop;
ocmoMeTp VIB]I, aBTOMaTUYECKUH MU TIOTyaBTOMATHYECKHUH.

AnTeyHas  opraHusands, OCyIIeCTBIsIolias  (MMEIOIIas  HaMepeHHe
OCYILECTBIIATh) IEPEeBO3KY JIEKApPCTBEHHBIX IIPENaparoB Uil MeTULIUHCKOro
NpUMEHEHHs, JO/DKHAa WMeTh CIelHanpbHOoe O0OpydOBaHWe WM CpelcTBa
(A30TEepMIYECKas yIIaKoBKa, KOHTEHHEPH! U Ip.), & TAKXKe TPAHCIIOPTHEIE CPENCTBa,
obecrieunBarolye TIOIAEpKaHue TpeOyeMoro TEMIIEPAaTYpHOro pexXxuma IIpu
HIepeBO3Ke JIEKAPCTBEHHBIX IIPEIIapaToB.

C menpro obeclieyeHHs KadyecTBa XPaHWMBIX JIEKApCTBEHHEIX IIPENapaToB U
O/ IepKaHKsl HEOOXOQMMBIX TeMIIepaTyphl 1 BIaXXHOCTH BO3[yXa Ha Cily4ail BBIXOZa
U3 CTpOsl KIIOYEBOro 06OpyLOBaHHSI HEOOXOMMMO MMETh pe3epBHOe 000pyHOBaHHE
(reHepatop, CpeACTBa H3MEPEHUI U Ip. ).

KonnyecTtBO  O0OOpYyHOBaHUS  ONpEAEIAeTCS  IOPHONYECKUM  JIKIOM,
MHAUBUIYAIGHEIM IpENIpPUHUMATENIeM CaMOCTOSTENFHO B 3aBHCHMOCTH  OT
IIaHUpyeMoro o6beMa 000pOTa ¥ XpaHEHH s IEKapCTBEHHBIX IIPENapaToB.

O6pamiaeM BHMMaHHE, YTO IOPHAMYECKOE JHIO W HMHIUBHIyalbHBIH
NpeANpUHMMATENb  IIOCTe  IONy4YeHHMs  JIMIEH3WH  Ha  OCYLIECTBICHHE
(hapMaLeBTHYECKO NeATENBHOCTH HO/DKSH He3aMeJIHTENbHO BHECTU CBELCHHS 00
OpraHu3aluM W O (apMaleBTHYeCKHX paboTHHMKaXx B EAHHYIO ToCyIapCTBEHHYIO
HHGOPMAIIMOHHYIO CHCTEMY B cepe 31paBOOXpaHEHHUS.

MHubopMupyeM, 4TO B COOTBETCTBHH C IyHKTOM 8 crarthu 19.1 ®enepansHOro
3akoHa ot 04.05.2011 Ne 99-®3 «O nuIEH3WPOBaHWHM OTHAENBHBIX BHOB
IeSTeNbHOCTA» OLIEHKAa COOTBETCTBUS COMCKATENsd JIMIEH3WHA WM JHLEH3HaTa
JUIIEH3UOHHEIM TpeGOBaHHUSIM NPOBOAUTCS B COOTBETCTBUM C OLIEHOYHBIM JIUCTOM,
COMepIKaIlliM CIIHCOK KOHTPOJBHBIX BOMPOCOB, OTBETBI HAa KOTOPBIC MHOJDKHEBL
CBHIETENHCTBOBATh O COOTBETCTBHM  COMCKATelsd  JIMLEH3WW, JIMIEH3HMAaTa
JUIEH3NOHHEIM TpeGoBaHmsM. @opma OIEHOYHOTO JIMCTa  YTBEPKAACTCH
JIMIIEH3UPYIOIIUM OPraHOM.



CornacHo ITomoxxeHN0 0 IUIEH3UPOBAaHUU (PapMaIeBTUUECKON eATEIBHOCTH
OLlEHKa COOTBETCTBUSI COUCKATeNs JMLEH3UM WIH JUIEH3WaTa JIHIEH3HOHHBIM
TpeOOBaHUSM TpH 3asBIeHUH paboT U YyCIyr IO PO3HUYHON TOProBIE
JIeKapCTBEHHBIMHM IIperapaTaMHd OCYIIECTBISIETCS C HCIIOJNIB30BAHUEM CPEICTB
IUCTaHIIMOHHOTO B3aWMOJEHCTBUS, B TOM YMCJIE BHISOCBSI3H C HCIOJIB30BAHHUEM
MOOHJIBHOTO IpuioKeHus «IHCIIeKTOpY.

Poc3npaBHag30poM IOATOTOBIEH I€peUeHb KIIOUEBOTO0 OOOpYIOBAHHS IS
ofbecriedeHrs] HaJJIEXaIero IIOpsAKa OpraHM3alluM M OCYINECTBIEHHMS o0opoTa
JIEKapCTBEHHBIX CPEACTB Ul MEAUIIUHCKOTO IPUMEHEHHUS.

[Mpunoxenue: IlepedeHp Kit0YeBOro 000pyI0BaHUs Uit 00ECIICUeHUS HalIeXKAaIlero

IOpPSIIKa OPTaHMW3AlMK U OCYILECTBIEHHUSI 000pOTa JIEKapCTBEHHBIX IperapaToB s
MeIULUHCKOTO IPUMEHEeHUs Ha 5 J1. B 1 3K3.

J.B. ITapxomeHKO

Ceetiiada BacwiseBHa KojiecHIKOBa

(499)5780144
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HepequL KJIIOUYE€BOI'O 060pyJIOBaHI/I$I JJIA ofecrieueHus HalJIEXKAIero opsaKa opranu3anui U OCyIICCTBICHUA o6op0Ta
JIEKApCTBCHHBIX IpenapaToB Il MEAHITMHCKOTO IIPUMCHCHUL

anmevHas
opzanusayus

Xpanenue, nepeeosKa,
OMNYCK 1eKAPCMEEHHBIX
npenapamos 0.
MEeOUYUHCKO20
npuMeHeHUs, pOZHUYHAsA
mopzo6nsi
JIeKapCMEEeHHbIMU
npenapamamu Ons
MeOUYUHCKO20
npuUMeHeHUs.

obopymoBanue,  oOecleduBaromiee  3alUTy  OT
BO3JICHCTBHA IIOTOJHBIX YCJIOBUH (TeruioBas 3aBeca,
TEIIOBas IyIIKa U IIp.)

HOIMYHKT «a» IMyHKTa 4, HOAIYHKT «a»
nyHkTa 6 [TonmoxxeHus o MHIEH3UPOBAHUH
(dapManeBTHIECKOM JeSTeTbHOCTH,
YTBEPKJIECHHOTO ITOCTAHOBJICHUEM

IpaButenscTBa Poccuiickoii Penepanuu
ot 31.03.2022 Ne 547 (nanee — Ilonoxenue
0 JIMIIEH3UPOBAHHUN);

nyHKT 8 [IpaBm1 xpaHeHHs J€EKapCTBEHHBIX
CPEZACTB Il MEIUIIMHCKOIO IPHMECHEHHS,
YTBEPXKISHHBIX MpUKa3oM MHHHCTEPCTBA
3apaBooxpanenus Poccuiickoii @enepanuu
or 29 ampens 2025 r. Ne 2608 (manee —
npuka3 Ne 260n)

KOHITUIAOHEPHI (CI/ICTGMBI KOHHI/II_II/IOHI/IpOBaHI/IH)

DOJIYHKT «a» MyHKTa 4, IOMIYHKT «a»
nyHkTa 6 [lonoXxeHus 0 IUIEH3HPOBAHHH;
nyHkTel 24, 25 [IlpaBun Hamexamei
anTe4yHod  NPAKTHKH,  YTBEPXKICHHOM
npukasoM Munszapasa Poccun ot Ne 259u
(manee — nmpuka3 259H);

nn

noanyskT "a" mynkra 11 mpukaza Ne 2601

XOJIOMIIBHBIE KaMephl U (MJIH) XOJIOAUIbHUKH

HDOJIIYHKT «a» MyHKTa 4, MONIYHKT «ay»
nynkta 6 ITonoxeHus O IHMIEH3UPOBAHUH,
myHKTHI 24, 25 mpukaza Ne 259H; moamyHKT
«0» mynkra 11 mpukaza Ne 2608

BCHTHJ/IIITHOHHAA CUCTEMA

HOIMYHKT «a» IYHKTa 4, HOAMYHKT «ay»
nyHkta 6 ITonoxeHus o JTHIEH3UPOBAHKHY;

nyHkT 23 npukasza Ne 2591




CHCTeMa YBJIAXXHEHHUS U (WIH) OCYIIEHHUS BO3IyXa

HOJIMYHKT «a» IMyHKTa 4, HOMIIYHKT «a»
nyHkTa 6 [lonoxeHus o JUIECH3UPOBAHUH,
OYHKTHI 24, 25 npukaza Ne 2598

obopymoBaHHE JUIS MOTPY304HO-Pa3rpy304HBIX paboT
(poxJ, TENEXKKH U IIp.)

HOAMYHKT «a» MyHKTa 4, MOAIYHKT «a»
nyHKTa 6 IlomoxeHus o TMIEH3UPOBaHMY;
MyHKTHI 24, 25 npuka3a Ne 259H; HOAIIyHKT
«x» myHkTa 11 npukaza 2601

obopymoBaHue, obecneunBaromee XpaHeHue
JIEKapCTBEHHBIX CPEJCTB (CTeUIaXKu, mKa(bl, BATPHHEI,
TOHJIOJBI, TIOJUIOHBI, TOJATOBAPHUKH U TIP.)

HOJIYHKT «a» IyHKTa 4, MOAIMYHKT «a»
nyHkTa 6 IlonoxeHus O MUIEH3UPOBaHHH,
nyHKTEL 24, 25, 27 mpukaza Ne 259m;
HOIIMYHKT «e» nmyHkra 11 mpukasa 2601

o0opynoBaHue, 00eCIIEYUBAIONINE YIET JIEKaPCTBEHHBIX
CpEZICTB (ceiidrr, METa/UTMYECKHE mKkadel,
3anuparomuecs mxade! 1 mp.)

HOJIYHKT «a» IyHKTa 4, NMOAIYHKT «a»
nyHkra 6 [TooXxeHus O THIECH3UPOBAaHHH,
OyHKTH 24, 25 npukaza Ne 259H; myHKTBI
26-28 mpukaza Ne 2601

TEPMOTUTPOMETPEl  (TICHXPOMETPHI) WM HMHOE
obopymoBanue (cpencTBa HM3MEpEHMi), HCIIONIB3yeMOe
JUIS KOHTpPOJII WM MOHHTOPUHIa YCJIOBHH XpaHCHHS

HNOJIIYHKT «a» IYHKTa 4, MONIIYHKT «a»
nyHkTa 6 [lono)xeHus o TMIEH3HPOBAHHIH,
HOAMYHKT «1» myHkTa 11 mpuka3za Ne 260m;

JIEKApCTBEHHBIX CpencTB (mns perucTpanud | myHKTHI 24, 25 npukaza Ne 2598
TEMIEPATyphl U BIAXHOCTH)
pe3sepBHOE  OOOpYINOBaHWE,  HCIOJIB3yeMOE  NpH | MOAMYHKT «a» IyHKTa 4, MOMIIYHKT «a»

TEXHUYECKOI HEUCIIPABHOCTH KIJII0YEBOr0 000pyAOBaHHUS

nyHkTa 6 [loyoxxeHus o JTMICH3UPOBaHUU

TEXHUYECKHE U NPOrPaMMHEBIE CPEJCTBA (B TOM 4YHCIE
JUIL  KOMIUIEKCHOU aBTOMATU3allMM  TOPIrOBOH
JIEATEITHHOCTH)

nyn

noanyHkT "a" mynkra 4, DOAMYHKT "a"
nmyHKTa 6 [TooXeHUs O JMHICH3UPOBaHUHY,
IyHKTHI 24, 25 npukaza Ne 2591

CIenUaIbHOE obopynoBaHue 1705 CpeacTBa
(u30TEpMHYECKas YIIAKOBKA, KOHTEHHEPHI U IIP. ), & TAKOKE
TPaHCIIOPTHHIE CpencTBa, obecrneynBaromue
oJyIepXKaHie TpeOyeMOoro TEMIIEPaTYPHOTO pexuMa

HOANYHKT «a» IyHKTa 4, MOAIMYHKT «a»
nyHkTa 6 ITomoxeHus o JIHICH3UPOBaHMY;
OyHKTHI 24, 25 npuxasza Ne 2591

u320moenexue
JIeKApPCMBEHHbIX
npenapamoe O

CYX0XapoBoii ImKad, CTepUIU3aTOp, MKad CyMMIbHBIH
JIEKTPUYECCKUHI

CpeICTBa U3MEPEHUIM U HCHBITAaTeIbHOE 000pyIOBaHHE,
IpUMEHSEMbIe ISl AHAIMTHYECKHX paboT  (BecCH

Imaba 2 «O®C» pasgen 2.1.1.
«Ob6opynoBanue»; Pemenune Konernu
EBpasmiickoifi 3KOHOMHYECKOH KOMHCCHH
ot 11.08.2020 Ne 100




MeOUYUHCKO20
NpumMeHeHUst

AHAJIUTHYCCKUCEC,
TCXHHYICCKHUC,

BEChl PAaBHOIUICYHE pYy4YHBIE, BECHI
Pa3HOBECHI, THpH, MHUKPOCKOI
OMONIOTHYECKHi  apeoMeTpbl (WM  JCHCHMETPHI),
IHKHOMETPHI, CIOHUPTOMEpPBI  CTEKJISHHBIE (HAbOp),
obOiyyarens ynbTpadHoNEeTOBBI It OOHapy>KEHHUS
BHTaMHUHOB B pacTBOpe (MJIM aHAIUTHYECKas KBapLEBas
JlaMIia), YCTPOWCTBO M KOHTPONS CTEPHIIBHBIX
pacTBOPOB Ha OTCYTCTBHE MEXAaHHYECKHX BIJIIOYCHHH
(YK-2), Gans BonsHas jabopaTopHas ¢ OTHEBBIM HIIU
NEKTPUIECKIM HIOZIOTPEBOM, 9JIEKTPOILTUTKA
nabopaTopHas, 3kcukarop (6e3 KkpaHa), CHUPTOBKA H IIP.

KOJIOpUMETp-HepenoMeTp  POTOINEKTPHUECKHH I
yIbTpadHONIETOBOM U BUIUMOU 00JIACTH CIEKTPA

pH-MeTp MIIUTHBOIFTMETP (MIJIM HOHOMED)

IIIKa(I) BBITSDKHOH, JJaMHUHApPHBIC CHCTEMBI

pedpakTomerp

JUCTHIUIATOp, ammapar Uil (UIbTpOBaHHUS, CHCTEMa
OYHCTKH BOJBI KOMOMHUPOBaHHAS

naboparopHas nocyna, pUMeHsIeMast
aHAIMTHYECKUX  pabor  (OropeTodHas
Ooperka TmpsMas C KpaHOM (WJIH C  OJNHBOH),
MHKPOOIOPETKH, KamleIbHUIBI MO HHAUKATOPOB M
pPEaKTHBOB, MEH3ypKH, IHUIETKa, NPOOUPKH, CTEKIa,
CTYNKH M TECTHKH, TUIJH, IIMHIPH U3MEPUTEIBHEIE,
KOJIOBI U TIp.)

JUJIA
YCTaHOBKaA,

CTOJI aHAJIMTHKaA

aBTOKJIaB

MoeyHOoe 060pyIOBaHUE

GaxTepuIMIHBIe 00MyJaTeu (06e33apakuBaTeIn)

000pyTOBaHHUE IS YIAKOBKU

«O ®dapmaxonee
9KOHOMHYECKOT'O COI03a;
npuka3 Munsapasa Poccuu ot 22.05.2023
Ne 2491 «OO6 yTBEpKACHHH IIPABHII
U3rOTOBJICHUS M OTILyCKA JIEKAPCTBEHHBIX
IpenapaToB h10) ¢ MEJUIUHCKOTIO
IPUMEHEHUS alTeYHbIMH OpraHU3alUsIMHU,
AMEIOUIMMHA JIHIEH3UI0 Ha
(dhapManeBTUYECKYIO EATEIBLHOCTD)

EBpasmiickoro

uzzomoenenue
paouogapmayesmuyecKux
JIeKAPCMBEHHbIX

CIENHATN3NPOBAHHBIA 3aUTHBI mKad, mbo Habop
3alIMTHBIX  MPUCIOCOONEHWH IS  M3rOTOBJICHUS
paanodapManeBTHYECKHUX JIEKAPCTBEHHBIX NIPENapaToB

[Tpunoxenne Ne 13 mpuka3sa MwuH3npasa
Poccum ot 19.02.2021 Ne 116 «O6
YTBEP)KICHUH IMopsioxa OKa3aHMs




npenapamos o
MeOUYUHCKO20
npumeHeHUs:

HabOp  JO3HMETPUYECKOro  OOOpYHOBaHHA  JUIS
ONPENCNICHUS. PaJHOAKTHBHOTO 3arpsi3HEHHUS PYK/PYK U
HOT

HaboOp  JO3MMETPHYECKOro  00OpymOBaHHS IS
OMpe/IEICHUs] PaJHOAKTUBHOTO 3arpsi3HEHHs pPabOYMX
IIOBEPXHOCTEH, a TakKe MapaMeTpoB PaIHOAKTHBHOIO
U3JIy4eHHs Ha paboymx MecTax

KannﬁpaTop AKTHBHOCTH HU30TOIIOB

T€HEPaTop PaUuOHYKITHTHON CHCTEMBI

KOHTeﬁHCp I pagHOAKTHBHEBIX OTXOOB

mKapb/60KCH PaJUOXUMUYECKHE JUIA  Pa3MENICHHUS
000pyIOBaHUS CHHTE3a HIIH (bacoBku
paxrodapMaIieBTHYECKHX JIEKAPCTBEHHBIX IPENApaToB

3alIMTHBIE KOHTEHHEPHI JUIS pamuodapMarieBTHUECKUX
JIEKapCTBEHHBIX IIPENapaToB

BBICOKO3()(EKTUBHBII XUAKOCTHBIA XpoMarorpadp MBI,
ABTOMATHYECKHH HIIH ITOJyaBTOMATHYECKUM

ra3oBeli xpomarorpa¢ WBJI, aBroMarmyeckuii wuim
I10JIyaBTOMaTHYECKHHA

pH-merp UB]|

mKad I XxpaHeHHs BeIecTB (PEakTHBOB)

mKkad JUIL  XpaHEHHS  JIETKOBOCIUIAMEHSIOIIUXCS
XHJKOCTeH (pacTBOpHTEIE)

mKad) XUMHYECKUH BBITSDKHON

6apbep JUIA 3aIIUTHI OT U3JIy4YCHHUS, CTaIII/IOHapHI:Iﬁ

Kad CyMMUIBHBINA 00IIero Ha3HAYEHHS

CHACTEMA OYHCTKH BOJBI KOM6HHI/Ip0BaHHa}{

paboyas  CTaHIMS  pPAIHOJIOTHYECKOH  CHCTEMBI
apXMBallMH M Iepefadn H300paXKeH i

npubop KOHTPOJIS YPOBHS U3ITyYeHUS
KOMOHWHHPOBaHHBIH

ceiip 3amUTHBIA UL XpaHEHHS KaIHOPOBOYHBIX
HCTOYHUKOB

METHUITHHCKOH
HacCeJICHHUIO
3a00JIEBAHUAX)

IIOMOIITH B3pOCIIOMY
IIpu OHKOJIOTHYECCKHX




obopynoBaHue Ui ¢dacoBku (mo3upoBaHuUs)
pazuodapMareBTHYECKUX JIEKApPCTBEHHBIX IpenapaToB
BO (hJIaKOHBI WM IIIIPHUIIBI

CKaHep TCX-nnactuH, 000pyIOBaHHBIN
PaIHoIETEKTOPOM

o6opyoBaHKe IUISI CHHTE3a paguodapManeBTHYECKUX
JIEKApCTBEHHBIX ~ IIperaparoB  (aBTOMAaTH3UPOBAHHbIE
MOJIyJId CHHTE3a)

M}’JIBTI/IKaHaJ'IBHBIi;I raMma-aHaJm3aTop

OCMOMETP B[, ABTOMAaTHYECKUHI WA
HIOJTyaBTOMATHYECKHM

BECHI AaHAJIIUTHYECCKUEC MCXaHHYCCKUE




