Pa3nsicHeHus
o nopsinke popmuposanusa ECKJIII

Iopsnok popmupoBanus ceexenuit ECKJIII

EnuHpil  CTpYKTypUPOBAHHBIM  CHPABOYHHUK-KATAIOr  JICKAPCTBEHHBIX
npenaparoB s meaunmHckoro  npumeHenus — (ECKJII)  dbopmupyercs
HA OCHOBAHUU CBEJICHUN U3 UHPOPMAIMOHHBIX CHCTEM:

— TOCYIapCTBEHHOTO peectpa JIEKapCTBEHHBIX CpPEACTB
111 MeauiHckoro npumenenus (I'PJIC)

— TOCYIapCTBEHHOIO peecTpa MPEAEIbHBIX OTITYCKHBIX LIEH IMPOU3BOAUTENECH
Ha JICKapCTBEHHbBIE TPEnapaThl, BKIIOYEHHBIE B EPEUCHb KU3HEHHO HEOOXO0IUM BbIX
U BaxKHeHImux nexapcTBeHHbIx npemnapaTtoB (I'PTIOLY),

B TOM YHCJIe B IesIX (GOPMUPOBAHUS Karajora TOBapoB, paboT, yCIyr Jis
obOecrieueHrsT TOCYJApCTBEHHBIX W MYHHIIMITAIBHBIX HYXKJ B COCTaBe EIWHOU
uHdopmarmonHol cucteMsl B cepe 3akymnok (EHC).

ECKJIII conepxutr cBenenus o copmupoBanHbsix B ['PJIC TOBapHbIX
NO3UILMSX JICKAPCTBEHHBIX MPEMAPATOB HA OCHOBE AKTYaJIbHBIX CBEJICHUM
0 peructpaiMoHHbX yaoctoBepeHusx (PY). Takum oOpa3zom (akT OTCyTCTBUS
B ECKJIII B akTyalmbHOM COCTOSSHUM TOBApPHOW TO3UIMU JIEKAPCTBEHHOTO
npenapara, A0 MCTEYEHUS €€ CpOKa TOJHOCTH, HE SBJSIETCS MPENATCTBUEM
1U1st 000pOTa Takoil ToBapHO# Mo3ulK Ha Teppuropuun Poccuiickoit @eaeparuu.

B ECKIJIII He conepkaTcsi CBEEHUS O TOBAPHBIX MO3UIMSX JIEKAPCTBEHHBIX
npenaparoB  no PY, jgeakryanusupoBaHHbIM ~ Oosiee 5 jer  Hazan,
a TaKKe CBelIeHUs O (papMaleBTUYECKUX CYOCTaHIHSIX.

ECKJIIT cocTouT U3 ABYX CBSI3aHHBIX Pa3JI€NIOB:

- CIOPaBOYHUK MEXIYHAPOJHBIX HEMAaTEHTOBAHHBIX HAWMEHOBAHUU (Y3JIbI
CMHH) - rpymnmbl JIGKAPCTBEHHBIX MpEMapaToB, OOBCIMHEHHBIC CIMHCTBOM
3HAUEHUN MEXIyHApOJHOT0 HEMATEHTOBAHHOTO HAMMEHOBAHUS, JIEKAPCTBEHHOMU
GbOpMBI U TO3UPOBKH;

- KaTaJIOT MO3ULIMH JeKapcTBeHHbIX MnpenapaToB (mo3uuuu KJIII, ToBapHbIe
MO3UIHN) - ICPEUYCHb MOTPEOUTEILCKUX YITAKOBOK KOHKPETHBIX MPOU3BOIUTEIICH B
paMKax pEerucTpauMOHHBIX YJIOCTOBEPEHUM.

Hopmanuzauus cBegennii B ECKJIII

Hns  gopmupoBanusi ECKJIII  MwunuctepcTBOM — 3paBOOXpaHEHUS
Poccuiickoii Deaepanuu MpOBOIUTCS TEXHUYECKas YHUGDUKAIUSA (HOPMAaJTH3AIus )
ceegeHuid o PY, B ToM uyucie BKIIOHAromiash YKa3aHWE CBEICHHI, KOTOPBIE HE
NPEACTAaBIEHbBl B CAMOM PETUCTPALMOHHOM YAOCTOBEPEHHUU, HO HMEIOTCA B
UHCTPYKLMU O MEAUIIMHCKOMY MPUMEHEHHUIO WM HOPMATUBHON JOKYMEHTAIUH.
B pamkax HopManu3anuu BO3MOXKHBI CIEIYIOIINE MPeoOpa3oBaHUs MPUBEICHHBIX
HIDKE BUJOB CBEACHUM (i1 KaXXJOTO BHJA CBEICHUN B TaOJMIE NpPUBEACHBI
IpUMEPHI):



1. MexayHapoaHoe HenaTeHToBaHHOe HauMeHoBanue (M HH):

— TpUBEJCHHE 3HAUYCHUS K MPOMHCHBIM OYyKBaM;

— yJaJieHWe JMIIHUX, TBOWHBIX MPOOETIOB, 3HAKOB IMPEIUHAHWS;

— YJQJICHUE HEUYUTAEMBIX CUMBOJIOB;

— 3aMEHa WJCHTUYHBIX IO HAMMCAHUI0 OYKB PYCCKOTO M JIATUHCKOTO ajgaBHTa,
OITMOOYHO MCTIOJIb30BAaHHBIX B 3HAYCHUSX HAa KUPUJUIULIC/JTATUHHUIIE;

— DJKCHepTHOe yka3zaHwe B kadectBe MHH rpynmupoBOYHOr0O, XMMHYECKOTO
WM WHOTO HAaMMEHOBAHMS ISl JIEKAPCTBEHHBIX mMpenaparoB, y koTtopsix MHH
orcyrcTtByeT wii MHH npuHHMaeT 3HaYCHHST «~»; «-».

HaunmeHnoBaHue 3HaueHHe B COOTBETCTBUM ¢ OyMa:kHbIM | Hopmanu3oBaHHoe
BH/Ia CBeIeHU I HOCHTEeJIeM HHPOpPMALNHU | 3HAYECHHUE
(PerucrpaunonHoe y10CcTOBEepeHHE)

MHH Heomuuun + Hucrarun + [Honumukcun B HEOMUWINH+HUCTATHUH
Heomunuua+Hucratua+loanmukcun B +IIOJIMMHWKCHH B

~ AKOHUTYM
HAIIEJIJTYC+APTEHTYM
HUTPUKYM+APHUKA
MOHTAHA+AILIUJIYM
APCEHUKO3YM+BAIITHU3
55
TUHKTOPUA+BPUOHISA
KPETUKA+I'EJIb3EMHUYM
CEMIIEPBUPEHC+I'EIIAP
CYJIIbOYPUCHTUIPAPT'U
PYM
BUXJIOPATYM+JIAXE3HU
C
MVYTYC+ITYJIBCATHUILIA
[TPATEHCUC+CORTISON
UM
ACETICUM+CAHI'BUHAP
s
KAHAJIEH3UC+CTA®UII
OKOKKYC-
HOCOIE+CTPEIITOKOKY
C I'EMOJIMTUKYC-
HOCOJIE+CYJIb®YP+TOK
CUKOAEHAPOH
KBEPLHHUDOJIUYM+TVY 51
OKIIMAEHTAJIMC+®UTO
JISIKKA
AMEPUKAHA+®OCDOPY
C+IIMHKYM
METAJIJIMKYM+DVIIATO
PUUYM
[IEPOOJINATYM+2YDOP
BUYM+OXWUHALIEA

Ipumeuanue: maxcumanvuas onuna noasi MHH ¢ ECKJIIT — 2000 cumesonog



2. JlekapcTBeHHas ¢opma:

— TMPUBEJICHUE 3HAYEHUS K MPOIMUCHBIM OyKBaM;

— yJaJieHue JMIIHUX, TBOMHBIX MPOOENoB, 3HAKOB MpEMUHAHMUS;

— yJaJleHuE HEYUTAEMBIX CHMBOJIOB;

— 3aMeHa WJESHTUYHBIX I10 HAIMMCAHUIO OYKB PYCCKOTO W JIATUHCKOTO andasuta,
OIMMOOYHO HMCIIOIb30BAHHBIX B 3HAYCHHUAX HAa KUPWLINIE/ TATHHHIIE;

— HCKIItoYeHue nHpopmarmu 0 MOAUPUIUPYIOIIUX MPU3HAKAX JIEKAPCTBEHHO U
(GbopMBI, BKYCOBBIX U apOMAaTHUYECKUX JT100aBKaXx.

HaumenoBanue
BUJIA CBeIeHU I

3HayeHHe B COOTBETCTBMH € OYyMasKHbIM
HOCUTEJIeM HH(popMaL U
(PerucrpaumoHHoe y10CTOBEepPeHHE)

HopMmanusoBanHoe
3HA4YeHHUe

JlexapcTBeHHas
dopma

TabJIETKU, OKPBIThIE 000JI0UKOM
TaOJIETKU MOKPBITHIE 000JI0UKOM

TABJIETKM TIOKPBLITBIE
OBOJIOYKOM

TaOJIeTKH HITYy4YneC, TUMOHHBIC
TaOJIETKH MAITYy4nue, arCJabCUHOBBIC

TABJIETKU IIUITYYUE

pacTBOp ISl BHYTPUMBIIICYHOTO BBEICHUS,
[ MaCIHISIHBIH |

PACTBOP I
BHYTPUMBIILIEYHOI'O
BBEJIEHIMA

3. Jlo3upoBka:

— yIaJeHWe JUINTHKUX, TBOWHBIX MPOOEIOB, 3HAKOB MPEMUHAHNUS;

— yIaJCHUE HEUYMTAEMBIX CUMBOJIOB;

— 3aMCHAa MJCHTHYHBIX 1O HAITUCAHUIO OYKB PYCCKOTO M JIATUHCKOTO ayi)aBUTa,
OIMMOOYHO WCIIOIF30BAHHBIX B 3HAYCHHUAX HA KUPWLIAIE/ TATHHUIIC;

— WCHOJIb30BaHUE CIWHBIX Pa3ACIUTENCH I APOOHBIX YUCEI,

— HCIIOJIb30BaHHUC

3HAa4YCHUA

«HE VYKA3AHO»

et JICKAPpCTBCHHBIX

MpenapaToB, y KOTOPBIX 3HAYECHHUE NO3UPOBKHU OTCYTCTBYET B I'PJIC.

HanmeHnoBaHnue 3HayeHue B cCOOTBeTCTBMH ¢ OymaxkHbiM | Hopmanu3oBanHnoe

BH/Ia CBeIe HU il HOCHTEeJIeM uHpopMalNU | 3HAYEHHUE
(PerucrpaumnonHoe ya10cToBe peHHE)

Jlo3upoBka 16,11 16.1r

16.1r

4. ToproBoe HaMMeHOBaHUE:

— yAaJleHue JIMIITHUX, TBOWHBIX MPOOETIOB, 3HAKOB IMPEIUHAHMS;

— yJaJeHUEe HEYHWTAeMbIX CHUMBOJIOB;

— yJalieHue CIHEeICHUMBOJIOB, TOPTroBbIX 3HaKOB (™, ® u T.1.);

— 3aMeHa WJICHTUYHBIX IT0 HAIMMCAHUIO OYKB PYCCKOTO M JJATHHCKOTO ayihaBUTA,
OIIMOOYHO UCTIOJF30BAaHHBIX B 3HAYCHUAX HAa KUPWJUIMLIE/JTaTHHUTIE/

HaunmeHnoBaHue
BU/IA CBeJeHUI

3Ha4yeHHe B COOTBETCTBHH € OYyMasKHBIM
HOCHTEIeM HHpopManuu
(PerucTpanimoHHOE Y10CTOBE PEHUE)

Hopmanm3zoBanHoe
3HaAYeHHe




Toprosoe
HAaUMEHOBaHUE

Hanaprun-Omiapa
Hanaprun-Onnapa®

Janaprun-Omnapa

5. CBeeHust 0 NEPBUYHOM, BTOPUYHOH (MOTPeOUTEIBLCKOM) yIIaKOBKE:
— TMPUBEACHUE 3HAYEHUS K MPOTHCHBIM OyKBaM;
— ylaJeHue JUIIHUX, IBOWHBIX MPOOEIOB, 3HAKOB MPEMUHAHNUS;
— YAQJEHUE HEYUTAEMBIX CUMBOJIOB;

— = 3aMCHa HIACHTHUYHBIX II0 HaIIHCaHUIO

OYKB PYCCKOTO U JAaTHUHCKOTO

andaBuTa, OMMOOYHO UCTIOJIH30BAHHBIX B 3HAUEHUSX HA KUPWLIUIE/TaTUHULIC;

— B Cllyuyae OTCYTCTBUSI CBEJICHUH O BTOPUYHOU (MMOTPEOUTENILCKOM) YIaKOBKE,
OHM TIPUPABHUBAIOTCA K CBEACHUSIM O TIEPBHUYHOM B 4YacTH HAUMEHOBAHMS.
B gactu xonmuecTBa MEPBUYHBIX YIMAKOBOK BO BTOPUYHOM YKa3bIBACTCS 3HAYCHHE

«I»;

— IIPHUBCACHUC 3HA4YCHUM I10JIA K CANHOMY

BAPUAHTY  HaIMCaHWUS,

O6LCI{I/IH$IIOIHCMY I10 CMBICIIY JBa U Ooee Pa3JINMYHBbIX BapHWaHTa HAIlMCAaHW:.

HanmenoBaHue 3HavyeHHe B COOTBEeTCTBMHU ¢ Oyma:kHbIM | Hopmasiu3oBanHoe
BMJIA CBele HUM HOCHUTEJIeM HHpopMaALIMHU | 3HAYEHHUE
(PerncTpanmonHoe yA10CTOBEpeHUE)
Ceenenus 0 | KAQpTOHHBIE MTAYKHU KAPTOHHAS TTAUYKA
HEPBUYHOH, KapTOHHas Mayka
BTOPUYHOU [1a4Ka KapTOHHAs
(MOTpeOUTENBCKOMN) | MavKa U3 KapToHa
yIaKOBKE KapToHHble mauku
byrtbiika BYTBUIb
byrbuikn
byreun
(I1aKOHBI ¢ HACAIKON-pacIbUIUTEIEM OJIAKOHBI C
HAKOHEYHUKOM-
PACIIBUIMTEJIEM
6. HaumeHoBaHme aepxKaTes PY/npousBoaure.is roToBO M

JIEKapCTBeHHOM opMbI:
— TMpUBEJICHUE 3HAYEHUS K MPOIMUCHBIM OyKBaM;
— yJaJeHue JUIIHUX, IBOWHBIX MPOOEIOB, 3HAKOB MPEMUHAHUS;
— yJQJIEHUE HEYUTAEMBIX CUMBOJIOB;
— 3aMeHa MJEHTHYHBIX 10 HAITMCAHUIO OYKB PYCCKOIO M JIATUHCKOTO ajgaBuTa,
OIIMOOYHO HCIIOJIb30BAHHBIX B 3HAYCHHUAX HAa KUPWLIMIE/TAaTHHHIIE;
3HAYEHWE OPTaHU3AIMOHHO-TIPaBOBOW  (OpMBI B  HaJayo
opraHMzauuu (A7~ opraHu3alui,  3aperucTpUpOBAHHBIX
Ha Tepputopun Poccuiickoit deneparmn)
— HCIOJB30BAHUE COKPAIIEHHOIO HAaMMEHOBAHUS OPTaHU3ALMOHHO-IIPAaBOBOM
(bopMBbI BMECTO MOJHOTO HAUMEHOBAHUS OPraHU3AIMOHHO-TIPABOBON (POPMBI;
— HCIIOJIb30BAHUE E€IMHBIX COKpALICHU;

— TepeHoc
HAaMEHOBaHUS



— HCIIOJIb30BAHUC CAWHOTO BApHWAHTA HAIIMCAHWA HAWMMCHOBAHUA JCPIKATCIIA

PY/npousBonutenss ToTOBOM JEeKapCTBEHHON (OpMBI B paMKax OJHOTO
HPUANICCKOTIO JIMIIA.

HaumeHoBanue 3HaveHune B coorBeTcTBHMM ¢ Oyma:xxHbiM | HopmanusoBanHoe

BMJIA CBeleHUM HOCHTEJIeM HH(popMaANMHU | 3HAYEHHE

(PerucTpanmoHHoOe y10CTOBEPEeHHE)

HanmenoBanue AKIIMOHEpHOE obmectBo | AO I[IOK OBHOBJIEHUE

JiepKaTes "[IpousBoaCTBEHHAS (dhapmareBTHYECKAST

peructpanmonHoro | komnanus OOHOBneHWe" (AO '"IIOK

YIIOCTOBEPECHUS O6noBNCHHE")

WM HauMEHOBaHHE | AKIITMOHEPHOE 0011eCTBO

OpraHu3alluy, "IIpousBoacTBeHHAS dbapmaneBTHYeCKas

Y4acCTBYIOILIEE B | koMnaHus O6HoBIeHHNE"

npousBojcTBeHHOM | AO ‘TlpousBojcTBeHHas (apmaneBTUYECKas

[UKJIE komnanuss  O6HoBienue’ (AO  TIOK

OO6HoBEHHE ")

AO «IIDK O6noBieHuE», Poccus

OA "TIpouzBonacTBeHHast (papMaleBTHUECKas
kommanusg OOHOBICHHE

I''IEHMAPK
I'neamapk @apmacsrotukans JIumures OAPMACBIOTUKAJT JITA.
Bokxapn Jlumuren BOKXAP/JT JIT/.
Okcemnna I'm6x u Ko. KI' OKCEJIJIA T'MBX
Karanent ®@panc beitnxeiim CA KATAJIEHT OPAHC

BEMHXEVM C.A.

7. KoMIJIeKTHOCTB:

— TMPUBEJICHUE 3HAYEHUS K MPOIMUCHBIM OyKBaM;

— yJaJieHue JMIIHUX, TBOWHBIX MPOOEIOB, 3HAKOB MpEMUHAHMS;

— YJaJeHUE HEYUTAEMbIX CUMBOJIOB;

— 3aME€Ha UJECHTUYHBIX 10 HAMKUCAHUIO OYKB PYCCKOIO M JATMHCKOrO ayaBuTa,
OIIMOOYHO UCTIOIh30BAHHBIX B 3HAUCHUSAX HA KUPWUIMIIE/JTATUHUIIE;

— HCHOJIb30BaHME COKPAILIEHHOTO BAPHWAHTA HANKMCAHMS KOMIUIEKTHOCTH;

— YKa3aHHE B KAaueCTBE KOMIUIEKTHOCTM 3HAUEHMS «~» Ul JIEKapCTBEHHBIX
npenapaToB, y KOTOpbix koMiiekTHOCTh B ['PJIC oTcyTcTByer.

HaumeHnoBaHue
BU/IA CBeJeHUI

3HayeHHe B COOTBETCTBHHM C OyMaKHBIM
HOCHUTEJIEM UHopManun
(PerncTpanmoHHoOe yA10CTOBEPEeHHE)

Hopmanu3oBanHoe
3HAYEeHHe

Onucanue
KOMILJICKTHOCTH
(st neJen
UJICHTU(UKAITUN
JIIT)

dnakoH-KaneabHUIA BMECTE C
WHCTPYKUHUEH MO0 NPUMEHECHUIO B MAYKe U3
KapToHa

(bakoH-KaIeJIbHUIIa BMECTE C MHCTPYKITHECH
110 HpI/IMeHeHI/IIO IIOMCIIAKOT B Haqu
KapTOHHYIO.

dnakoH-KanenpHAIIA BMECTE C
MHCTPYKLUHUEN IO NMPUMEHEHUS B ITayKe U3
KapToHa

®JTAKOH-KAIEJIBLHULIA




(1akoH-KamenpbHUIIa M WHCTPYKIHS II0
IIPUMEHEHUIO

Cranpaprusanus cBeaenuili B ECKJIII

Jlns oObenuHeHus JieKapcTBEHHBIX MpenaparoB B y3iel CMHH c¢ nenbro
JaNbHENIIEro ONMMCAaHUs OOBEKTA 3aKyNKH IPU IJIAHUPOBAHUU TOCYAAPCTBEHHBIX
3aKyrnok  MuHHCTEPCTBOM 3apaBooxpaneHuss  Poccuiickont ~ Depepauunu
MPOU3BOJUTCS SKCIEPTHAsT cTaHgapruzanms nanHeix o MHH, nexapcrBeHHOU
dbopMe U O3MPOBKE BHYTPU CXOXKHX IO ITHUM IMPHU3HAKAM PETUCTPAIOHHBIX
ynocroBepenuid. Kpome toro, mius kaxnoro yzma CMHH »skcneptHbM myTem
OmnpenensieTcss eIWHULA W3MEPEHUs - TMOTPEOUTENbCKas €ANHMIA, KOTOopas
NPUMEHSIETCS TPH ONKHCAHUM TOTPEOHOCTH B TOM WM HHOM IIpenapare NpH
IUIAHUPOBAHUU €ro 3aKynkdh. [Ipm 3TOM BO BHMMAaHUE NPUHUMAETCS OIHUCAHUE
Ka)X/JI0TO0 KOHKpPETHOTO TmpemapaTa, Bxonsmero B y3en CMHH, u monbupaercs
ONTUMAJIbHOE 3HAYEHHE [IJII BCEro 00beMa PErucCTPalMOHHBIX YJIOCTOBEPEHUI
Y TOBapHBIX MO3UIIMM, BXOJAIIMX B KaKIbld KOHKpeTHbIN y3ea CMHH.
CranmapTusanusi CBEICHUN NMPOBOJUTCS M0 CIAEAYIOIIUM HalpaBJICHUSIM:

1. MHH: wu3MeHeHMs] 3aKIOYaroTcsl B CTaHAApTU3aUUU (C TMOCIEIYIOIUM
00BbEAUHEHUEM OJKBUBAJICHTHBIX O00O3HAYEHUN HAMMEHOBAHWI) 10 TOPSIKY
yYKa3aHUs HECKOJIbKMX KOMIIOHEHTOB, MCKIIFOUEHHHM HCIOJIb30BAHUSI TEXHUYECKUX
CHUMBOJIOB U JIPYTOM, B COOTBETCTBUU C akTyaiabHOU mH(popmauueit B UC T'PJIC.

2. JlexapcTBeHHasi (popma: M3MEHEHUS 3aKJIIOYAIOTCS B MPUBEJICHUN 3HAYCHH U
JeKapCTBEHHBIX (OPM K HAUMECHOBAHHSIM B COOTBETCTBHE TpeOoBaHmsMm [Ipukaza
Munsapasa Poccun ot 27.07.2016 Ne538H.

3. Jlo3upoBKa: M3MEHEHHMSI 3aKIIOYAOTCS B  COKPAIEHWH  KOJHYECTBa
UCMOJIL3YEMBIX CIOCOO0B 0003HA4YEHUs JO3bl - MPUBEICHUE K €AUHOOOpa3Uio
BECOBBIX (MI), OOBEMHBIX (MJ), BECO-/00BEMHBIX (MI/MJ) U 0COOBIX (opM
no3upoBok (EJI, PNU/mn, MbBk, mr/no3a, no3/mi, u ap.) Buytpu ogHoro MHH. Jlns
psana 3anucein equnuibl aktuBHOcTH (EJl, ME u np.) mepecuuTanbl B BECOBBHIC
eIUHUIIBI 0003HAYECHMSI JO3bI (MT, U JIp.).

CranmapTU30BaHHbIE JAHHBIE U CBEJICHUSI O MOTPEOUTENHCKUX EAUHUIIAX
TaKKe pa3MenieHbl Ha ouIManbHOM caiiTe MuHUCTEpCTBa 3/IPaBOOXpPAHEHUS
Poccwuiickoit @enepanun  https://esklp.egisz.rosminzdrav.ru/ .

Hopmanu3oBaHHble M CTAaHIAPTU30BAHHBIC 3HAYECHMS YKA3aHHBIX BBIIIE
noJied pasMmenieHbl Ha oQUIUaIbHOM caiite MuHHCTepCTBAa 3paBOOXpPaHEHUS
Poccuiickonn ®@eneparuu  https://esklp.egisz.rosminzdrav.ru/ ' B COCTaB€ CBEACHHUU
o ToBapHOoM mo3uiuu u B xoAe npumeHenus ECKIIII npu onucanum oObekTa
3akynku B EMIC MMEOT COOTBETCTBYIOIIUN CTaTyC.



https://esklp.egisz.rosminzdrav.ru/
https://esklp.egisz.rosminzdrav.ru/

Jlucr perucrpanmm M3MEHE HUI

Ne i/t | Howmep Jlata KommenTapun
BEPCHH
1 1.0 17.04.2020




