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Jupextop IKWC

Mopsi10K coBepUIeHHs padoTHHRAMH neiicTBRIT HPH
XpaHenus JeKapCTBENHBIX CPCACTR B KY CO «CPILH «Oronex».

[lopsiI0K CORSPLICHMS paBoTHHKAMH ASACTRHI TPH OCYLIECTRACHHH XPAHCHAR
NEKAPCTBCHHLIX CPEICTH PCrIAMEHTHPYCTCR Tprxazon Munanpasa Poceun
or 29 anpeas 2025 rona Na260u «O0 YTBCPAKICHUM NPaBill XPatcHHA JIEKAPCTBCHHBIX CPEJICTH
ST ME/TUITHHCKOTO MPUMEHEHMA. OcHOBHBIE ACHCTBHA BKIKHAIOT CofI0eHAS yOJAOBHIH
XPAHCHHMS, KOHTPO/Ib NApaMeTpon MHKPOKIMMATA, PA3MEIIEHHE TIPCTApaTon, y4ET CPOKOB
roymtocti 1 paioTy ¢ 0CoObIMI KATETOPHAMA JIEKApCTB.

Konrpon yeaosmit Xpancnus

PaBGOTHHK, YIIOTHOMOUCHHEH PYKOBOAMTE/IEM cyOLEKTA OOPAIICHHA NCKAPCTBEIHBIX CPEACTE,
CoKEIUICBHO (BEIHOUAS BRIXOIHBIE M [(PASIHHTHBIC JHH) KOHTPOIMPYCT CODHACHHE Tpelyemsix
venosnit xpancnas. [l 3Toro HCIIOIE3YIOTCH:

cpejcTRa H3MEPEHUH TCMIEPATYPHl U OTHOCHTEIBHOM BIDKHOCTH BO3IYXa (TCPMOMETPEL,
FHFPOMETPIEL), IIPOLICIHINE TIOBCPKY:

ARTOMATHIHPORAHHBIC CHCTEMDL Kp)’l‘JIOC)'TO‘iHOI‘O MOHHUTOPHHEIE KAUMaT-KOHTPO.

[Mokazapus npuboPOE PErACTPHPYIOTC B CTICLMATLEOM JKypHAIC Ha GYMAKHOM HOCHTCIE.

PaisMemenne JeKapeTBeHHbIX CPEICTR

JlekapcTRENIbIC CPCACTRA PAIMELIAIOTCA B COOTHETCTRIH C YCTOBHAMH, YKa3AHHBIMA HA
BIOPHIEQH {norpeburensckoi) YIaKkosKe, ¢ YHETOM:

(H3MKO-XHMIEIECKAX CBOHCTE:

(HapMakoI0THHCCKAX IPYTHL

criocoba BBCIEITHS JIEKAPCTREHHBIX ITPENapaTos;

ArperaTHOro coCToAIs hapMalleBTHHECKIX cyGeranuumii.

HexoTophic NPARKIa PAIMETICHEA:

He 1ONYCKASTCS PAIMCUIEHHC /IEKAPCTREHHRIN cpejIcTs Ha nouTy 0e3 NOLI0HA, 1 lo0IBl MOTYT
pACTIONATATECH HA TIOTY B OJUHIH AL RN HA CTELNDKAX B HECKOJILKO APYCOB.

JlekapcTBEHHbIC NPENapaTel KO BTOPAYHON YIAKORKC JIODKHEI PazMEILATECH FTHKCTKOH
(MapKAPOBKOIL) HAPYIKY.

[Maxvune papmaneBTHHEcKHE cyBCTANIMY XPAHATC OTACHRHO OT APYIMX JCKAPCTHEIHBIX
CPCICTR B 3aKpLITO repMeTHUHOM Tape, HENPOHMIASMO U 3anaxa.

Kpacsinue apMancrTHIcekine cylicTanui — B WIOTHO YKVIIOPEHHOH Tape Wik B TepPMETH'IHO
FAKPLIBAKOITIEMCH KOHTEHICPE B OTAENLHOM KAy HiIH Ha CTE/IITKEX.

BaprIBOONACHEIE H [HErKOBOCHIAMEHSIONTHECH BEILICCTEA TpebyOT OTAEALHOTO XPAHCHHUA B
H30IHPOBAHHBIX [OMCIICHHAX {OTCeKax) ¢ COBIIKICHHEM CHEHAA/TRIIRIN YCIIORHH (HATIPUMED,
PACCTORHAC OT CTOIAKCH /10 HAIPEBATEILHbBIX npubOPOK - — HE MCHEE L M)



Vuér cpoxoB rogHocTu

PaborayK, yIOTHOMOYEHHLIA PYKOBOIHTEACM, KOHTPOIMPYET CROCRPEMEHHYIO PCATTH3ALIMIO
NCKAPCTBCHHBIX CPEJICTH ¢ OrPAHWYeHHEIM CPOKOM TOAHOCTH. [is 31010 HCHONB3YIOTCA:
KOMITHHOTEPHBIE TEXHOTOTHE!

CTC/IKHBIC KAPTH C YKA3aHHUEM HAMMEHOBAITHA NPENapara, CepuM, CPoKa 1OAHOCTH,

AYPHATE! VIETa CPOKOB TONHOCTH,

J]cxapcmeuume CPeICTBA CO CPOKOM TMOJHOCTH MCHCS 6 mecdien (pﬂKCHp}"!OTCﬂ OTHACILHO HA
6}’}-18‘)!{}{0!\( HOCHTEHIC MM B ACKTPOHHOM BHOC C apxusam{cii. Hpn BhIARJICHHA npenaparop
HCTEKIIHM CPOKOM FOJHOUTH OHM TIEPEMEIatoTes B CIeUHATBHO OTBCACHHOS NNOMEIIEHHE KW’
Z0HY NPAHCHMI OTACHRHO OT JIPVIEX TPYON JICKapCTECHHERIX CPCICTB,

PatoTa ¢ 0COOLIMH KATErOPUAMM JICKAPCTH

JlekapcrBennnie CPEICTBA, HOLICKRATMME HPEAMETHO-KOIHIECTBENNOMY YUETY (B
coorrercTritd ¢ pasienan [1-1V Tepeuns), XxpausTes (B 3a8HCHMOCTH 0T 00BEME 1aNacoB) 1A
pazEhIx noakax cella, MeTaninyeckoro mxaha KK B PazHbIX CCHPAX, METAUIMHECKNX HilH
aepensnuLx mKahax, MO0 B oTACABEOM NOMEIEHHH, ONeYaTLIBAEMBIX HIH NIOMOHPYCMEIX B
KOHIE paboHero g,

TepMonaduaLHBIE JEKAPCTBCHHBIC CPLACTRA XPARATCA B CHCUHATLIO 000Dy A0BAIHLIX
NOMEIIEHHAX (XOMOMWILHEIX KAMEPAX ) HiIH B HOMEIEHMAX ¢ XONO/BUILHBMA tiKadame,
XONO/IMIRHAKAME, CITH CTIENHANLIILIE YCIOBHA HE YKA3aHb! IPOHIBOINTEISM Hil YHAKORKE.

Jlelcapmeuuble CpelacTea, ’l'pl‘ﬁ_\'l()ll.lllc FAMMTEL 0T cBeTa, XPAHATCE D MOMCHICHHAX HITH
CricHaANLHD oﬁopynonauubrx MECTax., oDeCCHBAIOIMIMX FAUATY OT CCTCCTRCHHOID ¥
HCKYCCTREHHOIQ OCREINEHWA,

DaabenPuIPOBAHHLIE, HEODPOKAYECTBEHILIE, KOHTPAPAKTHBIC JICKADCTBCHHBIC
CPEACTRA, d TAKAC IPENApaThi ¢ MPHOCTAHORIEHEEM oOpalenieM, 0e3 MapKHPOBKH HIH ¢
HENPaBHILIo Hanecfioii MApKHPOBKOH, ¢ 3a0N0KMPOBAHKOI BOIMOKHOCTHH) RHECEHHS
caeaenni 8 'HC MJUITL rpasianeksi 0D0poT KOTOPLIX MPeKpamén. XpaHaTes 0TACHBHO, ¢
OrPAHKUCHHCM JI0CTYIIA B COOTBCTCTBYIOUICM 3AKPRITOM NOMENIEHAH, 30HE WITH JallAPalomemcs
mxady.

Obmme rpebosannn
B noMemeHus ¥ 30Hs! U8 XPAHEHAS HE IONYCKAIOTCs THIA, [Ie HMEIOIHE NPaBa 00Ty,
ONPCACIEHHOTO CTAHAAPTHEIMH ONCPALIMOHHLIMY IIPOLEILYPAMMU.

Obopynopanie, HABSHTAPE B MATEPHANLI 18 YOOPKH, @ TAKAC MOIOIIHE K Je3uHHIHPVIONIHE
CPEACTBA AOMKHE] XPAHHTHCH OTACHBHO OT MOMEINEHKI H 30H JUIS XPAHSHHS I1CKAaPCTBCHHBIX
CPCACTR.

3anpeLacTei XPAHCHHE B NOMCILLICHHAX M 30HAX JUI% XPAHEHWS TPOIAYVKIIHK, HE OTHOCAICHCA K
NEKAPCTREINIEIM CPEACTRAM (33 HCKIIOUSHHEM IPOAYKINH, YKA3aHHON B

HacTy 7 crarbhu 53 PejpepannHoro sakona Ne61-M3), a Takke JeKaPCTBCHHBIX NPCIEAPATOS 118
JMHYHOIO NONb30BaHMsA paboTHHKAMK,

Cucrema obecneyeHns KAHECTHA XPAHEH A JIOMKHA TapaH TAPOBATL ONpe/esieHne
OTBETCTBCHHOCTH PabOTHHKOB 33 HAPYEHHUE TpeOOBANAIA NPARKI ¥ CTANAAPTHEIX
OnepatHoRHEIX npoueayp. [IpH BRISBICHHM HAPYLWICHMH HPOBOAKTCH BHYTPEHHIH ay/ AT H
paipadaTLIBAIOTCA KOPPEKTHPYIOMIKE ASHCTHHA U HX YCTPAHCH .



