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YTBEPX/IEHDI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoii @enepanuu
otT 29 Hos0ps 2022 1. Ne 2164

NM3MEHEHMU 4,

KoTopsbie BHocsATcs B [lo1o:xeHne 0 JTMIIEeH3HPOBAHUHA
¢dapmaneBTHUECKOI1 1ESITEIBHOCTH

I. ITonnynkT "k" nmyHkta 4 mocne a03ana TPEThEro JOMOJHUTH ad3alem
CJICTYIOIIETO COACPKAHUS:

"M  ocymecTBiIeHUs (hapMaleBTUUECKOH JIEATEIBHOCTH B cdepe
oOpaIeHusl JISKAPCTBEHHBIX CPEJCTB I MEAUITMHCKOTO NMPUMEHEHHUS B YaCTH
M3TOTOBJICHUS paarodapMarneBTHIEeCKUX JIEKapCTBEHHBIX MPENapaToB - BHICIIIEE
WM cpenHee  (apMaleBTHYECKOEC WM MEIUIMHCKOe  oOpa3oBaHue
1 JIONOJHUTEIbHOE MpodeccnoranpHoe 00pa3oBaHue B 00JIACTH PaTuOXHMUH,
paayaliMOHHONM O€30MacHOCTH C YYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKOHOATeNbCTBOM Poccuiickoii @enepaumu B o0nactu  oOecreueHUA
paauanuoHHON 6e30macHOCTH." .

2. B myHkTe 6:

a) B mOAMyHKTE "3":

a03a1] BTOPOi U3JI0KHUTh B CIIEAYIOIIEH PeTaKIIHH:

"JIEKapCTBEHHBIX  MpemapaToB  JUIi  MEIWIHMHCKOIO  IPHUMEHEHHS,
32 MCKIIOUEHHEM H3TrOTOBJICHHS paarodapMarneBTHUIeCKUX JIEKApCTBEHHBIX
IpernapaToB JUISI MEAMIIMHCKOTO NPHMEHEHHWS, - IPaBWJI HW3TOTOBJICHUS
1 OTIYCKA JICKAPCTBEHHBIX MPEMapaToB JJII MeAUIIMHCKOTO IPHUMEHEHHS;"

nocJie ab3ara BTOPOro IOMOJHUTE ab3ameM CIeAyIOmero CoOaep KaHus:

"paarodapManeBTHUECKAX JICKApCTBEHHBIX MTPEHapaToB I MEIUIIMTHCKOTO
MIPUMEHEHHS, - TIOPSIKA H3rOTOBJICHUS paauodapMareBTHUSCKUX JICKapCTBEHHBIX
npenaparos;";

0) moamyHKT "H" TOTOMHUTH a03aleM CIAEAYIONIETO COAEPIKAHMUS:

"mis  ocymecTBiaeHUsA (hapMaleBTHUECKOH JIEATEIBHOCTH B cdepe
oOpaleHust JISKAPCTBEHHBIX CPEJCTB I MEAUITMHCKOTO NMPUMEHEHUS B YaCTH
WU3TOTOBJICHUS ~ pamuodapMarneBTUUECKUX  JICKAPCTBEHHBIX  IIPErapaToB
JUIST MEIMIIMHCKOTO MPUMEHEHHUS - BBICIIEe WM cpeaHee (apMaleBTUUECKOE
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WM MEOUIIMHCKOE O00pa3oBaHWEe U JOMOJHUTENbHOE MNPOGECCHOHATIBHOE
oOpa3oBaHue B 00JaCTU PAAMOXUMUU, PAIUAIMOHHON O€30MACHOCTU C yUETOM
0COOEHHOCTEH, YCTAaHOBJEHHBIX 3aKOHOJATeNbcTBOM Poccuiickoit deneparuu
B o0ytacTi oOecreueHus paauaruoHHoN 6e301acHOCTH;"

B) IOMOJIHUTH MOJAIMYHKTOM "p" CIIEMYIONIETro COACPKaHMS:

"p) pa3MelieHne  JIMIEH3UWaTOM B €OUHOW  TOCYJapCTBEHHOM
uHpoOpMaMOHHOM  cucTeMe B cdepe  3ApaBOOXPAHEHUS  CBEIACHUM
0  ¢apMareBTUYECKON  OpraHW3allMki W O  JIMIAX,  yKa3aHHBIX
B MOAMYHKTAaX "M" M "H" HACTOAIIEro MyHKTA, B COOTBETCTBUHU CO crarbei 91'
®denepanibHOro 3akoHa "OO0 OCHOBAxX OXpaHbl 340POBbs rpaxkaaH B Poccuiickoit
®denepanuu” B TOPANKE W CPOKW, YCTAHOBJIEHHBIC [looxkeHWMEM O emuHOM
roCyJapCTBeHHOW WH(POPMAMOHHOW CcucTeMe B cdepe 3IpaBOOXPAHEHUS,
YTBEPKJICHHBIM TOCTaHOBJIeHWEeM [IpaButensctBa Poccuiickoit ®enepanuu
ot 9 despansa 2022 r. Ne 140 "O eauHOlM rocyaapcTBEHHOW MH(GOPMAIIMOHHON
cucreMe B cepe 3apaBooXpaHeHH", TOCPEICTBOM MH(POPMAIIMOHHOW CUCTEMBI
(dapmareBTHYECKON  OpraHW3alud  WIA  TOCPEICTBOM  TOCYJAapCTBEHHOU
nH(OpPMAIIMOHHON cUCTEMBI B cepe 3apaBooxpaneHus cyobekTa Poccuiickoi
Gdenepanuu (B cilydae €clid TroCyJapCcTBeHHash WH(OpPMAIMOHHAs CHUCTEMaA
B cdepe 3apaBooxpanenus cyOwbekra Poccuiickoii denepanuu obecrieynBaet
BbITIOJIHEHUWE (DYHKIUHA HWHPOPMALMOHHOW CUCTEMBI  (hapMaleBTHUECKON
OpraHu3alii) WM TOCPEACTBOM HWHOW  WH(POPMAIIMOHHOW  CHCTEMBI,
MpeAHa3HAaYeHHOW yia  cOopa, XpaHeHus, oO0pabOTKM U MPEAOCTaBIICHUA
uHpOpMAIH, Kacalollelcs NesATeIbHOCTH (papMaleBTHUECKONH OpraHU3aIin
Y TIPEJOCTABIISIEMBIX €10 YCITyT." .

3. IlyHKT 8 M3I0KUTH B CIEAYIOMIECH PeaaKIUu:

"8. Jlng monydeHHMs JMIEH3WM COWCKATENIb JIUIEH3UH TIPEICTaBIIsACT
B JIMIICH3UPYIOMNNA OpraH B ()OpMe AIEKTPOHHOTO JOKYMEHTA, IOITUCAHHOTO
AJICKTPOHHOM TIOJNMUCHI0O B COOTBETCTBMM C TyHKTOM 21 HacTosmero
[TonoxeHus, myTeM 3aroOJIHEHHS 3asABJCHUS O TNPEIOCTABJICHUW JIMIICH3UH,
B KOTOPOM YKAa3bIBAIOTCS CBEJICHUS, MPEIYyCMOTPEHHbIE YyacThio 1 crtathu 13
®denepanbHOro 3akoHa "O NHMIEH3WPOBAHUN OTIAEIBHBIX BUIOB JAEATEIBHOCTH',
C WCITOJTb30BAaHUEM JTaHHBIX U3 ()eIepaTbHON TOCyIapCTBEHHON HH(OPMAIMOHHON

cuctembl  "EmmHas  cmcrema  waeHTHGUKAMM W ayTeHTU(UKAIUAA
B wuH(pACTPyKType, obecneumBaromeii HWHPOPMAITMOHHO-TEXHOJIOTHUECKOE
B3aUMOJCHCTBUE WH(POPMAITMOHHBIX CUCTEM, HCTIOJIb3YEMBIX JUTSt

MIPEAOCTABJICHUS T'OCYIapCTBEHHBIX M MYHUIIAIIAJIBHBIX YCIIYT B 3JEKTPOHHOMN

dbopme" 1 eqMHOrO peecTpa ydeTa JIMICH3UH B JHYHOM KaOuHeTe denepanbHOM

roCyJapCTBEHHOM nH(pOPMAITMOHHOM CHUCTEMBI "EnuHbIN nopTa
nn

roCyJapCTBEHHBIX M MYHUIIUMIATBHBIX YCIIyT (PyHKIMiN)".".
4. AG3a1l nepBbIid MyHKTA 9 U3710°)KUTH B CIEAYIOIIEN PeAAKIINN:
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"9.Ilomaua 3asBAE€HHUS O TMPEAOCTABICHUM JIMIECH3UM, 3asSBIICHUA
O BHECEHUU HM3MEHEHUN B PEECTp JIMLEH3UA OCYUIECTBIISETCA IMOCPEACTBOM
UCIIOIb30BaHusA (henepaabHOl TrOCydapCTBEHHONW WH(OPMAIMOHHONW CHCTEMBI
"EDWHBIN TOpTal rocyJapCTBEHHBIX M MYHUIUNAIBHBIX YCIyT ((yHKIHiA)"
B (hopMe AIEKTPOHHOTO JOKyMEHTa.".

5. IlynkTt 10 nmpu3HaTh YyTPATUBIIUM CUTTY.

6. Ilyaktel 11 - 14 u3710KUTH B CASAYIOMIECH PeAAKITNU:

"11. JIueH3upyommii  opral  OCYIIECTBJISIET OILIEHKY COOTBETCTBUS
COMCKATENs JIUIEH3WH JINIIEH3MOHHBIM TPEOOBAHMSM ITyTEM HaIpaBICHUS
MEXBEIOMCTBEHHBIX 3alPOCOB B HWH(POPMAIMOHHBIC CHCTEMBI CIIETYFOIIHX

OpTraHOB:

denepanbHON HAJOTOBOM CIY)KObI - B YacTH TMOJYYEHHS CBEICHUI
00  uIeHTH(UKAIMOHHOM  HOMEpPE  HAJOTOILIAaTeIbIUKA,  OCHOBHOM
roCyJJapCTBEHHOM PETMCTPAIlMOHHOM HOMEPE FOPUINYECKOTO JIUIA U OCHOBHOM
roCcyJIapCTBEHHOM peruCTPaIMOHHOM HOMeEpeE WHIUBUTyaJIbHOTO
MpEeNPUHUMATEIS;

®oHga TNEHCMOHHOIO M COLMAJIbHOrO CTpaxoBaHus Poccuiickoi
®denepanu - B YaCTH TMOJYYEHUS CBEICHUH, TMOATBEP)KIAIOIMNX HATAYNE
y COMWCKarens JMIEH3UMH paboTHUKA (PabOTHUKOB), 3aKIIOYUBIIETO C HUM
TPYIAOBOM JOTOBOP, JAEATENBHOCTh KOTOPOTO HEMOCPEACTBEHHO CBA3aHA
¢ oOpanieHrueM JIEKapCTBEHHBIX CPEACTB;

denepanbHOM  CIIy’KObl  TOCYHApPCTBEHHOM  pErucTpanuu, KaaacTpa
¥ KapTtorpaduu - B YaCTH TMOJYYCHHs CBEICHUH, MOATBEPKAAIOIMNX HATUIHE
y COHMCKATENs JIMIEH3WH Ha IMpaBe COOCTBEHHOCTH WM HA WHOM 3aKOHHOM
OCHOBAaHMHM  HEOOXOMWMBIX I  OCYIIECTBJICHWS  (hapMarleBTUICCKOU
NEATENbHOCTA TMPOU3BOJICTBEHHOIO OOBEKTa WIM OOBEKTOB (TIOMEIIECHHUIA,
3IaHUI, COOPYKEHUH);

®denepanpHON CiTy’)kObI TIO HAA30py B cdepe oOpa3oBaHUS W HAYKHA -
B YaCTH TIOJYyYCHWs CBEACHWM, IMOATBEPKMAIONMMX Hamuuue y paboTHUKA
BBICIIETO WJIM CpemHero (apMareBTHYSCKOTO O00pa3oBaHUsA, a TakkKe
ceprudukara crenuagucTa JUOO BBICIIETO WM CPETHETO BETEPHUHAPHOTO
oOpa3oBaHus, a Takke cepTr(hUKaTa CrernruaIncTa;

denepanbHOM ¢1y>kOBI IO HA30PY B cepe 3anIuThl MPaB MOTPeOUTENCH
¥ Omaromojyudsi 4YeIOBE€Ka - B YAaCTH TIOJYUYCHHS CBEICHUN O HaJIMYAA
BBIJJAHHOTO B YCTAHOBJIEHHOM TMOPSJAKE CAHWUTAPHO-3UIEMHUOIOTHUECKOTO
3aKJTIOYEHHUSI O COOTBETCTBHM TMOMENICHHWI TPEeOOBAHWAM CAHWTAPHBIX MPABHII
B OTHOWICHMU (papMmareBTHUECKOW JesATenbHOCTH B cdepe obOpaieHus
JIEKQpCTBEHHBIX CPEJICTB.
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B ciyuae HEBO3MOYKHOCTM TMOJYyYEHHS TaKUX CBEICHHM JTOKYMEHTBI
MOTYT OBITh IPEAOCTABJIEHBI 3aABUTEIEM IO COOCTBEHHON MHULIMATUBE.

JIuueHsupyronmii  OpraH  OCYLIECTBJIIET  OLEHKY  COOTBETCTBUSA
COMCKATEJIS JIULEH3UN JIMIEH3UOHHBIM TpeOOBaHUSM W NMPUHHUMAET PELICHUE
O TIPEOCTABJICHUM JIMIEH3UU WIKM 00 OTKa3e B €€ NMPEeIOCTaBJICHUH B CPOK,
He mpeppnmarommii 10  pabGoumx gHEHW €O JAHA TIOJAYd  3asBJICHUA
O TMPEIOCTABJICHUH JIUIIEH3WH, MOCPEACTBOM (eAepaabHON TOCYIapCTBEHHOMN
nHOOPMAIIMOHHOH CUCTEMBI "E quHbIN opTaj rOCyAapCTBEHHBIX
¥ MYHHIUTATBHBIX YCIYT ((DyHKIHN)" .

[Tpu HamMepeHUn COUCKaTeNs JIMIEH3UU OCYIIECTBIISTh ACSATEIbHOCTh HA
TEPPUTOPUU 3AKPHITOTO AAMUHUCTPATUBHO-TEPPUTOPUATIBHOTO 00pa30BaHUS
CPOK  OCYIIECTBJIEHUA OLICHKM COOTBETCTBHUS  COMCKATENsl  JIMIEH3UU
JUICH3UOHHBIM TPEOOBAHUSAM W TIPUHATHS PEIICHUS O TMPEIOCTaABICHUN
JUIEH3UU Wik 00 OTKa3e B €€ mpeAocTaBjieHuU He mnpebimaet 20 paboumx
JHEN CO JHS MpUeMa 3asBJIECHUS O IPEJOCTaBICHUHN JIULICH3UU.

12. Tlpn HaMepeHUW OCYIIECTBIIATH (PAPMALEBTHUECKYIO NEATETBHOCTD
o ajpecy, He NPEeAyCMOTPEHHOMY PEECTPOM JIMUEH3UH, B 3adBJICHUU
O BHECEHHUM M3MEHEHMI B PEECTp JIMLIECH3UI JIMIIEH3UAT YKA3bIBACT CBEACHUS,
coJiepKallre HOBBIM aipec OCYIIECTBICHHS (hapMalleBTUIECKON AETEIbHOCTH.

13. IIlppu HaMepeHHWH BBIMOJHATH HOBBIE PAOOTHI, OKa3bIBaTh HOBBIC
YCIYyTH, COCTaBjsomue  (apMaleBTUYECKYI0  ACATEIbHOCTb, HO  HE
MIPEAYCMOTPEHHBIE PEECTPOM JIMUEH3UH, JINIIEH3UAT B 3asBJICHUH O BHECEHUU
W3MEHEHU B pEeCTp JMICH3UHA YKa3blBa€T CBEACHUSA O COCTABJIAIOIINAX
(dhapmareBTHYECKYIO0 JIeATeIbHOCTh padoTax (yciyrax), KOTOpPBIE JIMIICH3UAT
HaMEPEH BBITTOTHATH (OCYIIECTBIISTH ).

14. Jluuen3upyronmii  oprai  OCYIIECTBISET OLEHKY COOTBETCTBUSA
JUIIEH3UATa JIMIEH3UOHHBIM TPEOOBAHUAM TMYTEM TIOJYUEHUS CBEIACHUMN
u3 (penepanbHBIX HHHOPMAIIMOHHBIX CHCTEM:

denepaibHOM HAJIOTOBOM Cy:KObl - B YacTH MOJIyYEHUS CBEIACHUU
00  WACHTH(UKANMOHHOM  HOMEpPE  HAJOTOIJIATENbIUKA,  OCHOBHOM
roCyJIapCTBEHHOM PETMCTPAIlMOHHOM HOMEPE FOPUINYECKOTO JIMIA U OCHOBHOM
rocyJ1JapCTBEHHOM PETUCTPAIMOHHOM HOMEDE WHINBU Ty AJTbHOTO
TIPEAMPUHUMATETIS

denepanbHOM  CIIyKObI  TOCYJApCTBEHHOM  perucTpanuu, KajaacTpa
¥ kaprorpaduu - B 4aCTH TOJYUYEHUS CBEACHHM, MOATBEPIKIAIOIINX HATNUHE
y JUIEH3MaTa Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBAHHH
HEOOXOAMMBIX  JIJI1  OCYIIECTBJICHHUSA (DapMaleBTUUECKOW  JEATENbHOCTU
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MPOU3BOJACTBEHHOTO OOBEKTa WM  OOBEKTOB  (MOMEIICHWH, 3[aHUMH,
COOPYKEHU);

@oHla TMEHCMOHHOTO M COLMAJIBHOrO CcTpaxoBaHusa Poccuiickoit
Qenepanii - B 4YACTH TMOJYYEHUS CBEICHMM, IMOATBEPKIAOIMINX HATAYNE
3aKJIFOYEHHOTO TPYAOBOTO JOrOBOpa MEXKIY JIMIEH3MATOM W PaOOTHUKOM
(paboTHHMKAMU), JEATEIBHOCTh KOTOPOTO HEMOCPEJICTBEHHO CBS3aHA C
oOpalleHueM JIEKapCTBEHHBIX CPEICTB;

denepanpHON CiTy’)kObI IO HAA30py B cdepe oOpa3oBaHUS W HAYKHA -
B YACTH MOJIyY€HUs CBEJICHUI O HAIMUMU Yy PAOOTHUKA BBICIIETO WJIU CPEIHETO
dhapmareBTHYeCKOro 0o0pa3oBaHusA, a TaKXke cepTU(UKATa CHEIUaIncTa oo
BBICIIIETO WJIM CPEIHET0 BETEPUHAPHOTO OOpa3oBaHWA, a TaKkKe cepThdUKara
CIELUAJIUCTA,

denepanbHOM ¢1y>kOBI IO HAI30pYy B cepe 3anuThl MpaB MoTpeOuTeei
u Ojaromojyuydsi 4ejoBe€Ka - B YacTH TMOJYYEHHS CBEACHUN O HAJIWYUU
BBIJJAHHOTO B YCTAHOBJICHHOM TMOPSJKE CAHUTAPHO-31HAEMHOJIOTHYECKOTO
3aKJIIOYEHHUSI O COOTBETCTBUU IMOMEIICHUI TPEOOBAHUAM CAHUTAPHBIX MPABWI
B OTHOWIEHWU (apMmaneBTHUECKOW JesATenbHOoCTH B cdepe oOparmeHus
JIEKAPCTBEHHBIX CPEJICTB.

B ciyuae HEBO3MOJKHOCTU TMOJYYEHHUS TAaKUX CBEICHHUM JTIOKYMEHTBI
MOTYT OBITh IPEAOCTABJICHBI 3aABUTEIIEM IO COOCTBEHHON MHULIMATUBE.

JInueHsupyrommii  OpraH  OCYLIECTBJIIET  OLEHKY  COOTBETCTBUSA
JUIEH3MAaTa JIMLIEH3UOHHBIM TPEOOBAHUSM U MPUHUMAET PEIICHHE O BHECEHHUH
W3MEHEHU B PEECTp JHMIEH3WH WM 00 OTKa3e BO BHECEHUU H3MECHEHUU
B PEECTp JIMIEH3UM B CPOK, HE MPEBBIMAOIIUAA 5 pabouux gHEW co AHA
MOJIyYEHUs] 3asBJICHUS O BHECEHUUM W3MEHEHUW B PEECTP JIMIICH3UH,
OCPeACTBOM (penepaabHONM TrOCYyIapCTBEHHONH WH(POPMAIIMOHHONH CHCTEMBI
"EquHBIA TOpPTan TOCYAAPCTBEHHBIX W MYHHIMITAIBHBIX YCIyT ((dyHKIHN)",
a TpU  OCYIIECTBJICHUM  JEATECIHOCTA HA  TEPPUTOPUU  3AKPBITOTO
aIMUHUCTPATUBHO-TEPPUTOPUAIILHOTO  oOpa3oBaHus - B CPOK, HE
npeBblmatomuii 20 pabounx gHEW €O JAHSA MOJYyYEHUs JIMUEH3UPYIOIIUM
OpPraHOM 3asiBJICHUS O BHECEHUU U3MEHEHUI B PEECTp JIULICH3UMN. "

7. IlyskTt 21 U3710KXUTh B CIAEAYIOMIECH peaaKIINU:

"21. IIpu monmaue 3asBJICHUS O MPEAOCTABJIICHUU JIULEH3UU, 3aSBJICHUS
O BHECEHMM W3MEHEHUW B peecTp JMIEH3UN IOPUIUUYECKUM JIUIOM,
WHVMBUAYAJbHBIM  MPEANPUHUMATEIEM MOAMNNCAHUE TAKOTO  3asBJICHUSA
OCYIIECTBIISIETCS YCHIICHHON KBANMM(UIIMPOBAHHOM 3JIEKTPOHHOMN ITOIHUCHIO.

[Ipu mnonmaye 3asBieHUA (PUUUECKUM JIMIIOM TIPU TMPEICTABICHUU
MHTEPECOB IOPUIMYECKOTO JIMIA WIM HHAWBUAYAIBHOTO NpeANpUHUMATENS

R
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(mpu HAIWYUK B  JJIEKTPOHHOH (opMe B  MAIMIMHOYUTAEMOM  BHJIEC
JOBEPEHHOCTEH, MOATBEPKIAIOIINX COOTBETCTBYIOIIME MOJTHOMOYHS ) TIOANIMCAHKE
TAKOro0  3adBJICHUS  OCYIIECTBJISIETCS  YCWJIEHHOW  KBaTM(UIIMPOBAHHOU
SJIEKTPOHHOM MOANUCHIO WIH YCUICHHON HEKBATH(PUIIMPOBAHHON 3JIEKTPOHHOM
MOJITUCHIO, CePTU(HKAT KITFOYA MPOBEPKH KOTOPOH CO3JaH M HUCHOJIB3YETCS
B HMH(pACTPyKType, obecneumBaromeii HWHPOPMAITMOHHO-TEXHOJIOTHUECKOE
B3aUMOJICHCTBHE MH(POPMAITMOHHBIX CUCTEM, UCTIONB3YEMBIX LIS MPEI0CTABICHHS
rOCYJIapCTBEHHBIX M MYHUIIMIAIBHBIX YCIYT U UCIOJHEHUS TOCYJapCTBEHHBIX
W MYHHIMITATGHBIX (DYHKIWH B 3JIEKTPOHHOW (opme, B YCTAaHOBJICHHOM
ITpaButenscTBOM Poccuiickoit @enepanuu nopsake.".

8. B paznene | npuitoxkeHus k ykazanHomy [lonosxeHuro:

a) MyHKT 8§ JOMOJIHWTH CJOBaMH ', 3a WCKIIOUCHWEM W3TOTOBIICHUS
pagrodapManeBTHUECKUX JIEKAPCTBEHHBIX TMPENapaToB I MEIUIIMHCKOTO
MPpUMEHEHUA" ;

0) JOTIOTHHUTH MYHKTOM 9 CIIEIYIOIIETO COMCPKAHUS:

"9. Usrorornenune paanodapmManeBTHIECKUX JIEKAPCTBEHHBIX MPEMapaToB
JUTSl MEUIIMHCKOTO TPUMEHEHUS " .
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