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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 5 CEHTABPA 2020 I'. Ne 1360
MOCKBA

O nopsigke onpefesieHNsa B3aM03aMeHAEeMOCTN JIeKapCTBEHHbIX NpenapaTos A1 MeguLUHCKOro
NnpUMeHeHn4

B cooTBeTCTBUM CO CcTaTben 27 1 ®epepanbHOro 3akoHa "O6 obpalleHnn nekapcTBEHHbIX CpeacTs"”
MpaBuTenbcTBO Poccninckon degepaumm NoCTaHOBASET:

1. YTBepaouThL npunaraemsie:

MpaBuna onpeneneHns B3anMo3aMeHAeMOCTY IeKapCTBEHHbIX NpenapaToB A8 MeAULNHCKOro
NpUMeHeHNs;

hopMy 3aK0YEHNS KOMUCCUN IKCMEPTOB hefepanbHOro rocy4apCTBeHHOro 6104)KETHOMO YYpPEXAEHUS MO
NPOBeLEeHMNIO 3KCNEePTU3bl JIEKAaPCTBEHHbIX CPEACTB O B3aUM0O3aMeHAeMOCTH leKkapCTBEHHbIX NpenapaTos
ANS MeQULNHCKOro NpuMeHeHna nnbo 0 TOM, 4TO SlekapCTBEHHbIV npenapaT 418 MeAULUHCKOro
NPYMEHEHUs He ABNSETCA B3aMO3aMeHAEMbIM.

2. Mpu3HaTb yTpaTUBLUMM CMAY NOCTaHoBAEeHUe MNpaBuTenscTBa Poccuinckon ®epepaumm ot 28 okTa6ps
2015 . Ne 1154 "O nopagke onpeneneHns B3anMo3aMeHAeMOCTUN JIEKAPCTBEHHbIX NMpenapaToB Oas
MeAunLUMHCKOro npumeHeHuns" (CobpaHune 3akoHogaTenbCcTBa Poccuinckon depepauun, 2015, Ne 45, ¢T.
6248).

3. HacTosuiee nocTaHOBEHME BCTYMNAET B CUAY CO AHSA ero ouumansHoro onybamkoBaHus.

Mpencepatens NpaBuTenbCcTBa
Poccuinickon ®epepaummn M.MuwycTnH

YTBEPXXEHbI

nocTaHoBeHneM lNpaBUTeNLCTBA
Poccuinckon ®epepauun

0T 5 ceHTA6ps 2020 r. Ne 1360

MPABUJIA
onpejesieHNs B3aMM0O3aMeHAeMOCTN JIEKAPCTBEHHbIX NMPEenapaToB A1 MeJULIMHCKOro NpUMeHeHns

1. HacToswwe MpaBuna yCcTaHaBAUBAOT NOPSALOK OMnpefesieHns B3auMO3aMeHSEMOCTU IEKAPCTBEHHBIX
npenapaToB 418 MeANLMHCKOro NMPUMeEHEHUs (lasee - NeKapCTBEHHbIE NpenapaThl), a TakXe 0CobeHHOCTH
onpeneneHns B3aMM03aMeHSEMOCTU OTAE/bHbLIX BUAOB JIEKAPCTBEHHbIX NMPENapaToB.

HacTosuue MpaBuia He PacnpoCTPaHATCA Ha IEKAPCTBEHHbIE PACTUTENbHbIE NpenapaThl 1
romMeonaTn4eckne NeKapCTBEHHbIE NpenapaTsbl.

2. B3anMo3aMeHseMOCTb JIEKapCTBEHHOr 0 NpenapaTa onpeaenseTcs MUHUCTePCTBOM 34paBOOXPAHEHMS
Poccuinckon ®epepaumn (nanee - MUHUCTEPCTBO) HA OCHOBE 3aKJIOYEHUST KOMUCCUM SKCMEPTOB
(hefepasbHOro rocyjapCTBEHHOr o BI0IXKETHOrO YYPEXAEHUS MO NPOBEAEHUIO SKCMEPTU3bI JIEKAPCTBEHHbIX
CPe/iCTB 0 B3aMMO3aMEHSAEMOCTM IEKAPCTBEHHbIX MPernapaTos Aas8 MeAULUHCKOro npuMeHeHns nmbo o
TOM, YTO JIEKAPCTBEHHbI NpenapaT A1 MeANLMHCKOrO NPUMEHEHNs He SBASETCS B3aMMO3aMeHSAEMbIM
(manee cOOTBETCTBEHHO - 3KCMEPTHOE YUYPEXAEHUE, 3aK0YeHNe), NPeACcTaBASeMOro 3KCNepTHLIM
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yqypexxgeHuem no opMe, yTBEPXKAEHHON NocTaHoBAeHNeM MpaBuTtenscTBa Poccuinckon ®egepaumnm oT 5
ceHTa6pa 2020 r. Ne 1360 "O nopsfke onpeneneHns B3anMo3aMeHIeMOoCTH IEKapCTBEHHbIX MpenapaToB
4N MeVLUHCKOro nNpuMeHeHusa",

3. B3anMo3amMeHAeMOoCTb JleKkapCTBEHHbIX NpenapaToB YCTaHaBAMBAETCA Ha OCHOBAHWUN CieAyIOLLMX
KpUTEpMEB (XapaKTepuCTmK):

a) 3KBMBANEHTHOCTb (/19 6noaHanorosbix (61MoNoa06HbLIX) NeKapCTBEHHbIX NpenapaTos (bnoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX 1 KOJIMYECTBEHHbIX XapaKTepPUCTUK hapMaLeBTUYeCcKnx CybcTaHumnn nnm
COMOCTaBUMOCTb aHTUFEeHHOI0 COCTaBa BaKLUMH. ICMOnb30BaHWE pa3nyHbIX COsieit, 3hpoB, KOMMIEKCOB,
N30MepoB, KpUCTaINYECKMX (hOPM 1 APYruxX NPon3BOLHbIX OLHOIMO 1 TOro e AeCTBYLero BeLecTsa
He ABJIAeTCA NPensaTCTBMEM A1 ONnpeesieHNs B3aM03aMeHsAeMOoCTIN IeKapCTBEHHbIX MpenapaTos, eciu
npv NPOBEeAEHNN NCCNefoBaHNS BMO3KBMBANEHTHOCTMN JIEKAPCTBEHHOMO NpenapaTa Wan ncciiefoBaHmns
TepaneBTMYeCKOWN KBMBASIEHTHOCTM IEKapCTBEHHOMO NpenapaTa A0Ka3aHo O0TCYTCTBUE KIIMHNYECKM
3HAYMMbIX PA3SIMYMA HapMaKOKUHETUKIN U (Man) 3 HEKTUBHOCTM 1 6€30NMaCHOCTU IEKAPCTBEHHOO
npenapara;

6) 3KBMBaNEHTHOCTb JIeKapCTBEHHON hopMbl. [of 3KBUBANEHTHLIMU JIeKaPCTBEHHBIMU (hopMaMi
MOHUMAIOTCS pa3Hble IeKapCTBEHHbIE (hOPMbI, MEILLNE OANHAKOBbLIE CMOCOb BBEAEHMS 1 CNocob
npuMmeHeHus, obnagaoLme ConoCcTaBUMbIMU (PapMaKOKMHETUYECKMMU XapaKTEPUCTUKAMM U
hapMaKoaormyeckmm AencTBneM n obecneynBatoLLne Takxe OOCTMKEHNE HEOBXOANMOr0o KIMHNYECKOr0
aphekTa. Paznnyuns nekapcTBeHHbIX (OPM He ABAAIOTCA NPEendaTCTBUEM AN1A onpeaeeHuns
B3aMMO3aMeHSAEMOCTH JIeKapCTBEHHbIX NpenapaTos, ec/in Npu NpoBeLeHnn nccnenoBaHns
6103KBNBANEHTHOCTM JIEKaPCTBEHHOI 0 NMpenapaTa Win UCCNefoBaHNsa TepaneBTUYECKON 3KBMBANEHTHOCTU
NeKapCTBEHHOro NpenapaTta A0Ka3aHo OTCYTCTBMUE KJIMHUYECKUN 3HAYMMbIX Pa3NnYnin (hapMakOKUHETUKA 1
(nnmn) achhekTUBHOCTY 1 6E30NaCHOCTY IEKAapCTBEHHOIO NpenapaTa;

B) 3KBMBAJIEHTHOCTb UM COMOCTaBUMOCTb COCTaBa BCMOMOraTesbHbIX BELLEeCTB JIeKapCTBEHHOI0
npenapaTa. Pa3nn4yns coCcTaBoB BCMOMOraTesibHbIX BELECTB JIeKapCTBEHHOr0 NpenapaTa He ABJIAITCA
npenaTcTBueM A5 onpefeseHns B3auMo3aMeHseMoCTH JIeKapCTBEHHbIX NpenapaTos, ecyiv rnpu
npoBefeHNn NccneoBaHns BMO3KBMBAIEHTHOCTM NEKAPCTBEHHOMO NpenapaTa Win NCCief0BaHNS
TepaneBTMYEeCKOW 3KBMBAJIEHTHOCTMW NEKAPCTBEHHOrO NpernapaTta A0Ka3aHo OTCYTCTBUE KIUHUYECKN
3Ha4YMMbIX Pa3IMYMin hapMakOKUHETUKMN U (Uan) 3 HEKTUBHOCTM 1 6€30NacHOCTY IEKapCTBEHHOMO
npenaparta 419 MeAULUHCKOro NpuMeHeHns. MNpy Hann4mMm KIMHUYECKN 3HaYUMBbIX Pa3anyun
(hapMaKOKMHETUKM 1 (Mnn) 3DHEKTUBHOCTM 1 6€30NaCHOCTU NeKapCTBEHHOMO nNpenapaTa
B3aMMO3aMeEHSAEMOCTb onpefenseTcs C yKkasaHWeM Ha UCKII0YEeHME OTAeIbHbIX FPynn NauneHTos;

r) UAEHTUYHOCTbL cnocoba BBefeHUS U cnocoba MpUMeHEHNS;

[l) COOTBETCTBME NPON3BOAMTENS JIeKapCTBEHHOro cpelcTBa TpeboBaHMAM NpaBua Hagnexallen
NPOV3BOLCTBEHHOW MNPAKTUKMN.

4. OnpepesieHne napameTpoB, NPeayCMOTPEHHbIX NoANYyHKTaMuy "a" - "B" nyHKTa 3 HacToawwmx MNpasu,
OCYLLLeCTBAAETCSH KOMUCCMEN IKCMEPTOB IKCMEPTHOIO y4YpexAeHna NoCcpeacTBOM CPaBHEHUSA HOPMATUBHOW
LOKYMEHTaLMUN Ha NeKapCTBEHHbIE NpernapaThbl, 0TYETOB O NPOBEAEHHbIX NCCNe0BaHNAX
O61O3KBMBAIEHTHOCTM AN TepaneBTUYECKON IKBUBASIEHTHOCTY IEKapCTBEHHbIX NPenapaToB, a TakXe
LOKYMEHTOB U CBELEHU, YKa3aHHbIX B MyHKTax 1 n 2 yactn 5 ctatbn 18 ®epnepansHoro 3akoHa "06
obpalleHnn nekapcTBEHHbIX CPeacTB" .

OnpepeneHve napameTpa, NpefyCMOTPEHHOr0 NOANYHKTOM "r" nyHKTa 3 HacToAwmx Mpasun,
OCYLLECTBIAETCA KOMUCCUEN IKCMEPTOB IKCMEPTHOr0 y4perKAeHNs NOCPeACTBOM CPaBHEHNS UHCTPYKLMUIA
no MegULMHCKOMY NMPUMEHEeHUI0 JIeKapCTBEHHbIX NpenapaTos.

OnpegneneHne napameTpa, NPegyCMOTPEHHOIO NOANYHKTOM "A" NyHKTa 3 HacToAwwmx Mpasun,
OCYLLECTBAAETCA KOMUCCUEN IKCMEePTOB 3KCMEPTHOr0 y4peXxAeHNs NOCPeACTBOM OLLEHKN OKYMEHTOB U
CBeZlEHNI, NPeayCMOTPEHHbIX NYHKTaMn 3 1 4 YyacTn 4 ctaTbn 18 denepanbHoOro 3akoHa "06 obpalueHun
JleKapCTBEHHbIX CpeacTs” .
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5. Mpwn onpeneneHnn KOMUCCUEN 3KCNEPTOB SKCMEPTHOMO YYPEX AEHUS B3aMM0O3aMEHSEMOCTH
BroNornYecknx NekapCcTBeHHbIX NpenapaToB yCTaHaB/IMBAETCA:

a) UAEHTNYHOCTb MEXAYHAPOAHbIX HEMATEHTOBAHHbIX UM FPYNMMPOBOYHbIX NI XUMUYECKUNX
HauMeHOBaHUN NIeKapCTBEHHbIX NMpenapaTos;

6) 3KBMBaNEHTHOCTb JIeKapCTBEHHbIX (DOPM JIEKAaPCTBEHHbIX NPenapaTos;

B) COMOCTaBMMOCTb Ka4eCTBEHHbIX U KONNYECTBEHHbIX XapaKTEPUCTMK (hapMaLLeBTMYECKUX CybCTaHLMIA
(Mpn Hann4uK), BXOAALLMX B COCTAB JIEKAPCTBEHHbLIX MPENapaToB;

) MOEHTUYHOCTb MMEIOLMNXCS B MHCTPYKLNSX N0 MEAULIMHCKOMY NPUMEHEHWIO NEKAPCTBEHHbIX
npenapaToB NOKa3aHWN 1 MPOTUBOMNOKA3aHNIN K MEQNLIMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHbIX NPenapaTos,
B TOM 4ucsie 0CobeHHOCTEN NPUMEHEHUNS IEKAaPCTBEHHbIX NPENapaToB Yy Pa3fIyHbIX BO3PACTHbIX Fpynn
NnauneHTOB, BKJIlOYas OeTeN;

L) 95KBUBANIEHTHOCTb NMoKa3aTesien hapMakOKMHETUKN 1 (M) hapMaKoAUHAMUKN;

€) CONoCTaBUMOCTb Noka3aTesiein 6e3onacHOCTY, SPDEKTUBHOCTUN N UMMYHOr€HHOCTU MO pe3ynbTaTaM
nccnenoBaHW TepaneBTUYECKON SKBMBANEHTHOCTH.

6. Mpun onpeneneHnn KOMUCCHER S3KCMEPTOB IKCMEPTHOM0 YYPEXAEHNS B3aMMO3aMEHSEMOCTM
KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX NPenapaToB (coaepXxalunx kombuHaumio 2 1 bonee 4eNCTBYOLLINX
BELLEeCTB) yCTaHaBANBAETCS:

a) NWOEHTUYHOCTb IPYNMUPOBOYHBIX HAVMEHOBAHWIA IEKAPCTBEHHbIX NPEenapaToB:

6) 5KBMBaNEHTHOCTb JIeKAapPCTBEHHbIX (DOPM NIEKAaPCTBEHHbIX NPenapaTos;

B) 9KBMBAJIEHTHOCTb KAQ4YeCTBEHHbIX N KOJIMYECTBEHHbIX XapakTePUCTUK dapMaLeBTUYeCcKuX cybcTaHuni,
BXOOALWNX B COCTaB JIieKapCTBEHHbIX MNMpernapaTos,;

) MOEHTUYHOCTb MMEIKLMXCS B MHCTPYKLUNSAX MO MEAULMHCKOMY MPUMEHEHNIO EKAPCTBEHHbIX
npenapaToB MOKa3aHWn 1 NPOTMBOMOKa3aHUA K MEQULMHCKOMY MPUMEHEHNIO NEKAPCTBEHHbLIX NPEnapaToB.
7. B3anmo3ameHsieMble KOMBMHMPOBAHHbIE SIeKAPCTBEHHbIE NpenapaThl (cogepXxalme kombrnHaumio 2 n
6oniee NeCTBYOLWMNX BELWECTB) A0/KHbI ObITh 3aperncTpupoBaHbl B Poccuickon ®epepawmm no
pe3ynbTaTaM NPOBELEHMNA NCCNef0BaHNA BMO3KBNBANIEHTHOCTW UM TEPANEBTUYECKON IKBMBANEHTHOCTHU C
COOTBETCTBYHOLLMM pethepeHTHbIM KOMOMHMPOBAHHLIM MpenapaToM IMb60o COOTBETCTBYOLWMMU
pedepeHTHbIMY JIeKapCTBEHHbIMU NpenapaTamn, UMeLWUMN MeXAyHapoAHble HeMaTeHTOBaHHbIe
(XuMmnyeckme nam rpynnnpoBoYHbIE) HAMMEHOBAHNS, BXOASLMNE B COCTAaB COOTBETCTBYIOLLENO
KOMBUHMPOBAHHOIO JIEKAPCTBEHHOMO Npenapara.

8. Mpwn onpeneneHnn KOMUCCUEN IKCNEPTOB IKCMEPTHOMO YYPEX AEHNS B3aMMO3aMEHSAEMOCTH
He[03MPOBAHHbIX JIEKAPCTBEHHbIX NPENapaToB yCTaHABAMBAETCS:

a) NOEHTUYHOCTb MeXAYHapOoOHbIX HEMATEHTOBAHHbLIX (prI'II'II/IpOBO‘-IHbIX nin XVIMVI‘-IeCKVIX) HauMeHOBaHWUN
JIeKapCTBEHHbIX NPenapaTos;

6) 3KBMBANEHTHOCTb JIEKAPCTBEHHbIX (DOPM NIEKAPCTBEHHbIX NPENapaToB;

B) 9KBMBAJIEHTHOCTb Ka4YeCTBEHHLIX W KOJIMYECTBEHHbIX XapakKTepPUCTUK hapMaLeBTUYeckux cybcTaHunim,
BXOSLLNX B COCTaB JIEKAPCTBEHHbIX NPenapaToB;

r) MVOEHTUYHOCTb MMEIKLMXCS B MHCTPYKLNSX MO MEAULMHCKOMY NPUMEHEHNIO NEKAPCTBEHHbIX
npenapaToB MOKa3aHWUA 1 NPOTUBOMNOKa3aHUA K MeANLNHCKOMY MPUMEHEHNIO JIeKapCTBEHHBIX NpenapaToB.
9. Mpu onpegeneHnn KOMUCCUENn SKCNEPTOB IKCMEPTHOrO YYpeEXAEHNS B3aM0O3aMEHAEMOCTH
JIeKapCTBEHHbIX NPenapaToB s NapeHTepasbHOro NMTaHNs yCTaHaBANBAETCS:

a) WOEHTUYHOCTb MEXAYHAPOAHbIX HEMATEHTOBAHHbLIX (FPYNMMPOBOYHBIX UAN XUMUYECKNX) HAUMEHOBAHMIA
JIEKapCTBEHHbIX NPenapaTos;

6) 3KBMBaANEHTHOCTb JIeKAaPCTBEHHbIX (DOPM NEKAPCTBEHHbIX NPENapaToB;

B) 3KBMBAJIEHTHOCTb Ka4e€CTBEHHbIX 1 KOJIMYECTBEHHbLIX XapaKTePUCTUK hapMaLeBTNYeCKNX CybCcTaHuui,
BXOASALLNX B COCTaB JIEKAapCTBEHHbIX NPenapaToB;

) MOEHTUYHOCTb MMEIKLMXCS B MHCTPYKLNSX N0 MEAULMHCKOMY NPUMEHEHNIO NEKAPCTBEHHbIX
npenapaToB MOKa3aHW 1 NPOTMBOMOKa3aHNA K MEQULMHCKOMY MPUMEHEHNIO NEKAPCTBEHHbIX NPenapaTos.
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10. B3aumo3amMeHAeMOCTb BOCNPON3BEAEHHbIX NEKAPCTBEHHbIX MPenapaToB, MPeayCMOTPEHHbIX MyHKTaMu
1-74actun 10 cTaTbmn 18 ®enepanbHOro 3akoHa "O6 obpalleHnmn nekapcTBEHHbIX CPeacTs" ,
yCTaHaBAvBaeTcs 6e3 HeobxoAMMOCTY AOKa3aTeNbCTBa X BNOIKBMBANEHTHOCTHU.

11. B3anM03aMeHAeMOCTb JIEKAPCTBEHHbIX NPenapaToB, YKa3aHHbIX B MyHKTEe 4 4acTn 4 cTaTby 3
defepanbHOro 3akoHa oT 27 aekabps 2019 r. Ne 475-03 "O BHeCEHMMN U3MeHeHUN B PefepasibHblil 3aK0H
"06 obpalleHUn NekapCTBeHHbIX CpeacTB" n ®enepanbHbii 3aK0H "O BHECEHUN U3MEHEHWNI B
depepanbHbI 3aKoH "06 obpallleHnn nekapCTBEHHbIX CPeACcTB", yCTaHaBAMBaeTCs 6e3 HeobxoAnMoCTur
fA0Ka3aTenbCTBa NX BMO3KBUBANEHTHOCTH.

12. [lonyckaeTcs yCTaHOB/IEHME B3aMO3aMeEHAEMOCTM KOMOUHNPOBaHHbIX JIEKAPCTBEHHbIX MPenapaToB
(npenctasnaowmx cobonn kombrHauwmio 2 1 bonee fenCTBYIOLMX BELLeCTB) U KOMBUHALIMN U3 OTLAENbHbIX
JIeKapCTBEHHbIX NPenapaToB, UMELNX MEXAYHAPOAHbIE HEMATEHTOBAHHbIE (XUMUYECKe un
rPYNMNUPOBOYHbIE) HAMMEHOBAHUS, BXOAALLME B COCTaB COOTBETCTBYIOLLNX KOMBUHNPOBAHHbIX
JIeKapCTBEHHbIX NpenapaTos.

13. Bocnpon3BeneHHble NeKapCTBEHHbIE NpenapaThl (bnoaHanorosbie (bronogobHbie), B3anMo3aMeHsAeMble
MO OTHOLLEHWNIO K 0AHOMY pedepeHTHOMY leKapCTBEHHOMY MpenapaTy, B3auMo3aMeHAaeMbl Mexay cobon.
14. SkcnepTHOe yupexaeHune no ncteveHun 10 paboynx gHen co AHS BHECEHUS MUHNCTEPCTBOM
MHOpPMaLUM O 3aperncTpMpoBaHHOM NeKapCTBEHHOM NpenapaTe B roCcyAapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB (hopMUPYEeT KOMUCCUIO SKCMEPTOB B LIESAX OCYLLECTBIEHNS IKCNepTU3bl
PerncTpaumoHHOro AoChbe Ha IeKapCTBEHHbIN NpenapaT 419 onpefesieHns ero B3anMo3aMeHsaeMoCTu.

15. SkcnepTHOe yupexaeHue B TeveHne 20 paboumnx aHen co aHS hopMUPOBAHMS KOMUCCUN 3KCMEPTOB
NPOBOAMUT 3KCNEPTM3Y PErNCTPaLMOHHOIrO JOCbE Ha IEKAPCTBEHHbIA NpenapaT, 0PopMASeT 3aKJl4YeHne n
HanpasnseT ero B MUHUCTEPCTBO.

16. B c/iyyqae BbISBAEHUSA 3KCAEPTHBLIM YYpeXAeHNeM OTCYyTCTBUSA B PerucTpaLMoHHOM J0Cbe Ha
BOCMNpOM3BeAeHHbIN (BroaHanoroseiin, 6nonogobHbIN) NeKapCTBEHHbLIN NpenapaT, B3anM0O3aMeHAeMOCTb
KOTOPOro He yCTaHOBJ/IEHa B COOTBETCTBUM C YacTbto 4 cTaTbu 3 OepepanbHOro 3akoHa oT 27 Aekabps
2019 r. Ne 475-03 "O BHeceHUM uaMeHeHnn B ®efepancHbin 3akoH "06 obpalleHnn nekapCTBEHHbIX
cpencTts" n ®enepasnbHbii 3aKoH "O BHeCEHUN n3MeHeHnin B PefepanbHblii 3akoH "06 obpalyeHun
JIEKApCTBEHHbIX CPeacTB" 1 co cTaTben 27 1 ®enepanbHoro 3akoHa "O6 obpalleHnn neKapCTBEHHbIX
cpencTs" , pe3ynbTaToB MCCNefoBaHNS OBUO3KBMBAIEHTHOCTM MU TEPaneBTUYECKON SKBUBANEHTHOCTY MO
OTHOLLEHUIO K pehepeHTHOMY IEKapCTBEHHOMY MpenapaTy 3KCMEePTHOE yYpexxaeHune B TedeHmne 3 paboyumx
AHEN co OHs 0bHapy>XeHns OTCYTCTBUSA yKa3aHHOW MH(OPMaLMK HanpaBaseT AaHHble CBEAEHUS B
MuHuncTepcTBO.

B yKa3aHHbIX CBEAEHUAX B OTHOLLUEHMNM KaXXAOr0o IEKapCTBEHHOMO NpenapaTa 3KCMNEPTHLIM yYpexdeHnem
yCTaHaBAMBAETCS CPOK, AOCTAaTOYHbIA A5 NpoBeAeHNS HEOBX0ANMbIX KJIMHNYECKUX NCCNe0BaHNiA, HO He
Honee yem 3 roga.

17. B cnyyae BbISIBNEHUS B UHCTPYKLMAX MO MEAULUHCKOMY MPUMEHEHUIO B3aMO3aMeHAaeMblX
JIeKapCTBEHHbIX NPenapaToB pa3anymin B NOKa3aHUAX 48 NpUMeHeHns (3a NCKII0YeHNeM nokasaHui oas
NPUMEHEHNS, BKIIOYEHHbIX B UHCTPYKLUN HA OCHOBAHWUMN pe3y/ibTaTOB COOTBETCTBYIOLMUX NCCNEef0BaHUIA) 1
B MPOTUBOMOKA3aHMAX 4J19 MPUMEHEHNS IKCNEPTHOE yyYpexxaeHne B TedeHne 3 paboynx gHemn co gHs
obHapy)XeHMsA TakX pa3anynin HanpasJsiSeT COOTBETCTBYOLLME CBEAEHUS B MUHNCTEPCTBO.

18. MUHUCTEPCTBO B TeyeHne 3 paboymnx OHeN CO AHA NOAYYEHNS CBEAEHMIN, YKa3aHHbIX B MyHKTax 16 n 17
HacToawwmx MNpasun, HaNpaBAsET LepXXaTento Uan Blafenbly perncTpauMoHHOro yaoCTOBEpPEHNS
JIEKapCTBEHHOro npenapaTa (YNoJIHOMOYEHHOMY UM IOPUANYECKOMY JIMLLY) 3anpoc 0 HeobXoaMMOCTK
npeacTaBAeHNs OTYETOB O pe3ysibTaTaX COOTBETCTBYIOLNX KINHUYECKMX NCCEA0BAaHUIN IeKapCTBEHHOMO
npenapaTta C y4eTOM YyCTaHOBAEHHOM 0 3KCMEPTHbLIM YYPEXOEHNEM CPOKA AN1S UX NPOBEAEHNSA UK O
HeobXx0A4MMOCTN NPUBEAEHNS MNOKa3aHU NS NPUMEHEHUS 1 MPOTUBOMNOKAa3aHUN ANS NPUMEHEHUS,
NMEIOLLNXCA B UHCTPYKLMM NO MEeAULNHCKOMY MPUMEHEHMIO JIeKapCTBEHHOI0 npernapaTa, B COOTBETCTBME C
NoKasaHUAMN 019 NPUMEHEHUS 1 NPOTUBOMOKa3aHUAMM A1 MPUMEHEHUS, UMEIOLWNMUNCSA B MHCTPYKLUN MO
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MeONLUHCKOMY MPUMEHeHNI0 pedhepeHTHOro JIeKapCTBEHHOIO npenapaTa, B CPOK, He npeBbiwatowmmn 6
MeCALEB.

YKa3aHHbIN 3anpoc MOXXeT b6biTb NepefaH yNnoaHOMOYEHHOMY NPeacTaBUTeNI0 Aep)XXaTena uav Bnagenbua
perncTpaumoHHOro yoCTOBEpPeHNs NeKapCTBEHHOM0 npenapaTa JIMYHO MoA, pacnuncky, HanpasneH no
noyTe 3aKa3HbIM NUCbMOM WX NepefaH B 3N1EKTPOHHOWN opMe Mo TeNeKOMMYHUKALMOHHBIM KaHalam
CBSA3W, B TOM YUCJIe MOCPEACTBOM JIMYHOIO KabuHeTa.

B cnyyae HanpaBsJsieHUs 3anpoca no noyte 3aka3HbIM MUCbMOM OH CHUTAETCH MOJSIyYEHHbIM Mo UCTe4YeHUn 6
AHEN Co OHSA HanpaB/ieHMs 3aKa3Horo nucbMa.

19. MUHUCTEPCTBOM Ha nopTane No BeLeHUI0 rocy4apCTBEHHOr0 peecTpa JIeKapCTBeHHbIX CPeAcTB B
NM4HOM KabunHeTe aepxaTens Wan Bnajensla perncTpaLmoHHOro yaoCcToBepeH s (YNOJHOMOYEHHOro UM
nmua) (oanee - IMYHbIAR KaBMHET 3a8BUTENS) Pa3MELLAETCS 3aKJIlo4YeHNe B TevyeHue 3 paboynx gHen co aHA
ero NnocTyrJIeHUs 0T 3KCNEPTHOro y4YpexxaeHus.

20. MNepeyeHb B3anMMO3aMeHAEMbIX JIEKAPCTBEHHbIX NPenapaToB, Pa3MeLLEHHbIN Ha OPULNaILHOM CanTe
MuHMCTEpCTBa B MHPOPMALIMOHHO-TENEKOMMYHMKALMOHHOW ceTun "UIHTepHeT", obHoBAsAETCA
MWHNCTEPCTBOM He pexe 1 pa3a B Mecsl, C y4eTOM YCTaHOBIEHHOW B3aMO3aMeHAEMOCTMW Ha HOBble
3apernucTpupoBaHHbIe leKapCTBEHHbIE NpenapaThl U U3MEHEHUN, BHECEHHbIX B LOKYMEHTbI,
cofepxxalimecs B permcTpaunoHHbIX LOCbe Ha 3aperncTprpoBaHHble JleKapCTBEHHble npenapaThl.

21. 3akn4yeHne MoXeT HbITb 06)KanoBaHO fep)XaTeneM Uan BRagebLeM PerncTpaLoHHOro
YLOOCTOBEpPEeHMUs JleKkapCTBEeHHOro npenapaTa (YynoJHOMOYeHHbIM UM JINLLOM) B MUHUCTEPCTBO B TeveHue 20
paboynx OHEN Co AHA pa3MeLLEeHNs 3aKJIYeHNA B IMYHOM KabnHeTe 3aaBMTeNs NOCPenCcTBOM Nogayun
»Kanobbl Yepes NNYHbIN KabuUHEeT 3aaBUTeNS.

22. ina paccMoTpeHus xanobbl 1 NPUHATUSA MO Hel peleHns MUHUCTepPCTBO CO34aeT KOMUCCUIO, B
KOTOPYIO BK/OYAKOTCA NpeacTaBMTeNn NoABeA0MCTBEHHbIX MUHNCTEPCTBY Hay4YHbIX OpraHun3aumm un
obpa3oBaTenbHbIX OpraHM3auunin Belcllero obpa3oBaHus, OCYLLECTBASIOWNX AeSTeNbHOCTb B cdepe
obpalleHns NekapCTBEHHbIX CPEACTB (Aasiee - KOMUCCKA), N NCTPeBYET y IKCNEPTHOM0 YYPEXAEHNS
LOKYMEHTbI U CBEEHUS, Ha OCHOBaHUM KOTOPLIX 0hOpMAeHO obxxanyemoe 3akoyeHne. B coctas
KOMUCCUWN He MOTYT BbiTb BKOYEHbI NMPeACTaBUTENN IKCAEPTHOMO yYpexxaeHus. Nono)KeHme o KOMUCCUM 1
ee COCTaB yTBepXAalnTca MUHUCTEPCTBOM.

23. PaccMoTpeHue xanobbl € y4eTOM NOCTYMUBLUNX U3 IKCAEPTHOr0 y4peKAeHUS LOKYMEHTOB 1 CBeLEeHUI
OCYLLECTBJIAETCA KOMUMCCUEN B TeveHne 10 paboynx gHel Co OHA ee NOCTYMJIEHNS NyTEeM MPUHSATUSA OQHOMO
13 Cnefyowmnx peLleHui:

a) 0CTaBUTb Xanoby 6e3 yaoBneTBOPEHNS;

6) npn3HaTh Xanoby 060CHOBaHHOW MNOMHOCTLIO UM YAaCTUYHO W HaMPaBUTb B IKCMEPTHOE yYpexxaeHune
npeanucaHme 06 ycTpaHeHWM BbISIBEHHbIX HapyLLEHWUI C BHECEHWEM npy HeobXoaAnMOCTUN Mo pe3ynbTaTam
ero UCNoJSIHEHNA N3MEHEHN B NepeYeHb B3aMM03aMeHAEMbIX JIeKapCTBEHHbIX NpenapaTos.

24. MOTVBMPOBAHHOE peLleHne KOMUCCUM pa3MeLLaeTcs B IMYHOM KabrHeTe 3a8BMTeNS B TeYeHne 2
paboymx OHEN Co AHA ero NPUHATUS.

25. 9KCNepTHOE yypexaeHne B TevyeHne 5 paboyunx gHen Co AHS NOJyYeHMs nNpeanncaHns, yKa3aHHoro B
noanyHkTe "6" nyHkTa 23 HacToAwwmx Mpasun, HanpasnaseT B MMHNCTEPCTBO COOTBETCTBYOLLEE
3aKJ/0YeHMNe 1 BHOCUT N3MEHEHNA B NepeyeHb B3anMO3aMeHseMbIX 1eKapCTBEHHbIX NpenapaTos.

YTBEPXXIEHA

nocTaHoBeHneM lNpaBUTeNbLCTBA
Poccuinckon ®epepauun

oT 5 ceHTA6ps 2020 r. Ne 1360

®OPMA
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3aKJTIOYEHUS KOMUCCUMW 3KCNEPTOB (heepasibHOro rocyAapCTBEHHOI0 BI04XKETHOrO YYpEeXAeHNS No
NPOBEIeHI0 SKCMEPTN3bl IEKAPCTBEHHbIX CPeACTB 0 B3aMO3aMeHSeMOCTU JIEKapCTBEHHbIX NMpenapaTos
ON5 MEAMLUHCKOTO NPUMEHEeHMs IMbo 0 TOM, YTO JIeKapCTBEHHbIN NpenapaT AN MeAULIMHCKOro
NPUMEHEHUS He SBNSETCS B3aMMO3aMeHSAEMbIM

MuWHNCTEPCTBO 34paBoOXpaHeHns Poccuinckon deaepaunn

(HavMeHoBaHVe thefepanbHOro rocyaapCcTBEHHOM0 BI0IKETHOI0 YYpeXK1eHuns)

YTBEPXXOAIO

(pykoBoauTenb, NOAMUCH, NevyaTb)
oo 20 .

3AKJTHOYEHNE
KOMUCCUWN 3KCMEepTOB
(HanMeHoOBaHMe heepanbHOro rocy4apCTBEHHOr0 BI04)XKETHOIO y4YpexxaeHuns)

0

(B3aMM03aMeHSAEMOCTMN eKAPCTBEHHbIX MpenapaToB Aa5% MeQULMHCKOro NpuMeHeHns anbo o Tom, 4To
JIeKapCTBEHHbIN

npenapaT a8 MeaMUMHCKOro NPUMEHEHUS He ABASETCA B3aMO3aMeHSEMbIM)

|. O6LLMe CBeAEHUS O IEKAPCTBEHHOM MpenapaTe, NoANIeXalleM onpeaeeHnto B3aMo3aMeHaeMoCTu, 1
B3aMMO3aMeHseMOM (pedepeHTHOM) JIeKapCTBEHHOM npenapaTe

1. JlekapCTBeHHbIV NpenapaT, NoANeXallnin onpeneNeHnto B3aM03aMeHAEMOCTH:
1.1. HauMeHoBaHMe IeKApPCTBEHHOr 0 NpenapaTa:
MeXAyHapogHoe HenaTeHTOBaHHOE ;

XMMWNYECKOe UNIN FPYNnUPOBOYHOE ;

TOproBsoe ;

1.2. paTa rocyapCTBeHHON perucTpaummy nekapcTBEHHOro npenapaTa B Poccninckon degepaumm n Homep
PErNCTPALMOHHOIO YA0CTOBEPEHUS ;

1.3. BUZ NleKapCTBEHHOr 0 npenapaTa ;

(pethepeHTHbIN, BOCMPOU3BEAEHHbIN, BMONOrMYeckuin, tMMyHobunonoruyeckni, buoaHanor,
KOMBUHMPOBAHHbLIW, AN NAapeHTepasbHOro NMTaHns, APyron)

1.4. nekapcTBeHHas opMa ;

1.5. papmaueBTUYeCKas cybcTaHUma:

HauMeHoBaHWe hapMaueBTUYecKon cybcTaHumm ;

(MexayHapoLHoe HernaTeHTOBaHHOE HaMMeHOBaHWe, WK rpynnmpoBOYHOE, MU XMMUYECKOe, a TaKXe
Toprosoe (Npu Haan4mm)

HOMep PeecTpoBO 3anucK (Mpy HaanyYum) ;

1.6. cnocob BBEAEHNS NN NPUMEHEHUS NeKapCTBEHHOro npenapaTa

(ona npuemMa BHYTPb, 19 HapPy>XXHOrro npuMeHeHuns, ona MeCTHOro npuMeHeHns, ond napeHTepasibHoro
npuMeHeHna, ona NHranaunoHHOro I'IpI/IMeHEHI/IFI)

1.7. HannM4une nnm oTCyTCTBME B PErNCTPALMOHHOM L0ChE pe3ynbTaToB UCCef0BaHMNA

6103KBMBAIEHTHOCTM NIEKAPCTBEHHOMO NpenapaTa Win UCCAef0BaHNS TepaneBTUYECKON SKBMBANEHTHOCTH
JIeKapCTBEHHOro npenapaTa
(MMeroTCs M OTCYTCTBYIOT)
1.7.1. HanMeHoBaHMe nccnenoBaHns BUO3KBMBAIEHTHOCTM NEKAPCTBEHHOMO NpenapaTa (uccnengoBaHns
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TepaneBTUYECKOWN KBMBAJIEHTHOCTW JIeKapCTBEHHOMO NpenapaTa)

1.7.2. HanMeHoBaHMe NeKapCTBEHHOr o NpenapaTa CpaBHEHWS, KOTOPbLIN NCMO0/b30BaNCs Npy NpoBeLeHnn
nccnepoBaHms 6MO3KBUBANEHTHOCTY IEKAPCTBEHHOMO NpenapaTta (MccnefoBaHUs TepaneBTUYeCKo
3KBMBAJIEHTHOCTM IeKapCTBEHHOr 0 npenapaTa):

MeXAYHapoLHOe HernaTeHTOBaHHoe ;

XUMUYECKOe UM TPYnnmMpoBOYHOE ;

Toproeoe ;

1.7.3. fjoKa3aHHbIe KINMHUYECKM 3HaYUMble pa3nnymsa (apMakoKMHETUKN 1 (Mnn) 3PPeKTUBHOCTU 1
6e30MacHOCTM NeKapCTBEHHOr 0 npenapaTa npw NpPoBeAeHUN UcciefoBaHnsa BMO3KBMBANEHTHOCTH
JleKapCTBEHHOIro npenapaTa (MccnefoBaHUs TepaneBTUYeCKOW 3KBUBAJIEHTHOCTY IEKaPCTBEHHOIO
npenapara)
(MMeloTCa nan OTCYTCTBYIOT)

2. B3anmo3ameHseMbI (pedepeHTHbIN) JIekapCTBEHHbIV NpenapaT A1 Lenen onpenesieHns
B3aMMO3aMeHAEeMOCTU:

2.1. HauMeHoBaHWe NIeKapCTBEHHOrr o npenapara:

MeXAyHapoLHOe HernaTeHTOBaHHoe ;

XUMUYECKOE I TPYMNMPOBOYHOE ;

Toproeoe ;

2.2. jaTa rocygapCTBEHHOW perncTpaumm IekapCTBEHHOro npenapaTta B Poccunckon ®epepaunn n Homep
perncTpaumoHHOro yaoCcToBepeHns (4aTta perncrpaunm B UHOCTPaHHOM

rocygapcrae) ;

2.3. BUA NeKapCcTBEHHOr0 npenapaTa ;

(opUrnHanbHbIN, BOCNPOM3BEAEHHbIN, BrioaHanor)

2.4. nekapcTBeHHas opma ;

2.5. chapmaLeBTMYeckas cybcTaHuus:

HavMeHoBaHue hapMaLEeBTUYECKON CybCTaHL MK ;

(MexayHapoaHOe HernaTeHTOBAHHOE HaMMeHOBaHWE, WX TPYNMMPOBOYHOE, NN XUMUYECKOE, a TaKXe
ToproBoe (Npv Hann4mm)

HOMep PeecTpoBOW 3anncK (Mpy HaanyYum) ;

2.6. cnocob BBeAEHUS NN NMPUMEHEHUNS JIEKAPCTBEHHOIO NpenapaTa

(ANs nprema BHYTPb, A5 HAPYXKHOIO MPUMEHEHNS, A1 MECTHOIrO NPUMEHEHUS, A5 MApeHTepasbHOro
NPUMEHEHUSA, LN UHTANALWOHHOIO NPUMEHEHUS)

2.7. pethepeHTHbIN JIeKapCTBEHHbBIN NpenapaT, KOTOPbI UCMOMb30BaICs Kak npenapaT CPpaBHEHWS Mnpu
NpoBefeHNN nccnefoBaHns 6103KBNBANEHTHOCTU IEKAPCTBEHHOMO NpenapaTa (MccnenoBaHns
TepaneBTUYECKON 3KBMBAJIEHTHOCTY IEKAPCTBEHHOI O NMpenapaTa), NOAJIeXallero onpeaeneHuno
B3alIMO3aMeHSAeMoCTH

Il. KpuTepun (XapakTePUCTUKK), Ha OCHOBAHMMN KOTOPbIX YCTaHABIMBAETCS B3aMMO3aMeEHSIEMOCTb
NeKapCTBEHHbIX NpenapaToB

1. OKBMBaNEHTHOCTL (a15 6roaHanorosbix (6ronoaobHbIX) NekapCTBEHHLIX NpenapaToB (bMoaHanoros) -
COMOCTAaBUMOCTb) Ka4e€CTBEHHbIX U KOJIMYECTBEHHbIX XapaKTEPUCTUK hapMaLleBTUYECKX CyBCTaHLMI
JIEKapCTBEHHOrO NpenapaTta Wiy CoONOCTaBMMOCTb @aHTUIeHHOr0 COCTaBa BaKUWUH, MOAeXaLLMNX
onpenesieHnto B3aM03aMeHAeMOCTH, U B3aMO3aMeHAeMOoro (pedepeHTHOro) 1ekapcTBEHHOr0
npenaparTa:

a) pe3ynbTaT OLEHKN KpUTEPUS (XapaKTEPUCTUKM) - KAYECTBEHHbIE 1 KOJINYECTBEHHbIE XapaKTEPUCTUKN
hapMaLeBTMYeCKNX CybCTaHLMIA, BXOOSLNX B COCTAB IEKAPCTBEHHOr0 NpenapaTa, Uin aHTUreHHbI
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COCTaB BaKLMH

(3kBMBaNEHTHbI (o189 broaHanorosbix (bronofobHbIX) 1eKapCTBEHHbIX NpenapaTos (buoaHaaoros), BakLUMH
- COMOCTaBMMbI) B3auMo3aMeHAeMOMY (pethepeHTHOMY) SIeKapCTBEHHOMY MpenapaTy WM He 3KBUBAJIEHTHbI
(He conocTaBUMbI)

6) 060CHOBaHME OLEHKN KPUTEPUA (XapaKTEPUCTUKM)
2. IKBMBANEHTHOCTb JIEKAPCTBEHHOWN (hOPMbl NEKAPCTBEHHOMO NpenapaTa, NoAJIeXalllero onpeaeneHmnio
B3alMO3aMeHAeMOCTH, U B3auMO3aMeHseMoro (petepeHTHOr0) IeKapCTBEHHOr0 NpenapaTa:

a) pe3ynbTaT OUEHKN KpUTepns (XapakTepucTUKK) - NeKapCTBEHHAsA (hopMa JIeKapCTBEHHOIO nNpenapaTa
ANS MeQULNHCKOr0 NPUMeEHEHNs

(3KBMBANIEHTHA B3aUMO3aMeHAeMOMY (pedhepeHTHOMY) IeKapCTBEHHOMY NnpenapaTy WK He 3KBUBaEHTHA)
6) 060CHOBaHME OLEHKN KPUTEPUSA (XapaKTEPUCTUKK)
3. DKBMBANEHTHOCTb WU COMOCTABMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB IEKAPCTBEHHOIO
npenapaTa, NoAeXallero onpeieeHnio B3auMo3aMeHseMOCTH, U B3aMo3aMeHsieMoro (pedepeHTHOro)
JIeKapPCTBEHHOr0 NpenapaTa:

a) coCTaB BCOMOraTesbHbIX BELLECTB IeKkapCTBEHHOr0 npenapaTa A8 MeAULUHCKOr0 NPpUMEHeHNS
(3KBMBANEHTEH B3aUMO3aMeHAeMOMY (pedepeHTHOMY) NeKapCTBEHHOMY npenapaTy WAN He SKBUBANEHTEH)
6) 060CHOBaHME OUEHKN KPpUTEPUS (XapaKTEPUCTUKMN) ;

B) YKa3aHMe Ha NCKIIIYEHNE OTAESbHbIX FPYMM NaLNEeHTOB (€CaM NPUMEHNMO) NPU OLEHKE KpUTepus
(xapaKTepucTukm)
4. NpeHTn4HOCTb cnocoba BBeAEHNS U cNocoba NPUMEHEHNS IEKapCTBEHHOMO NpenapaTta, NoANeXallero
onpenenieHnto B3aM03aMeHAeMOCTH, U B3aMO3aMeHAeMoro (pedepeHTHOro) 1ekapcTBEHHOr0
npenaparTa:

a) cnocob BBeLEHUS U MPUMEHEHUS NIeKapCTBEHHOr 0 npenapaTa

(MOEHTUYEH NN HE NOEHTUYEH)
6) oboCcHOBaHME OLIEHKM KpUTepmrs (XapakTepucTukm) .

5. CoOTBETCTBME NPOU3BOANTENS IEKAPCTBEHHOr0 CpeAcTBa TPeboBaHUAM NpPaBWA Haa/leXallen
NPOV3BOACTBEHHON NPAKTUKMN:

a) COOTBETCTBIE NPON3BOANTENS JIEKAPCTBEHHOr0 CPeAcTBa TpeboBaHMAM NPaBW HaleXallen
NPOW3BOLCTBEHHOW MPaKTUKK ;

(NOATBEPXXAEHO MW HE NOLTBEPXKAEHO 3aK/IOHEHNEM)

6) 060CHOBaAHME OLIEHKN KPUTEPUA (XapaKTEPUCTUKM)

[1l. O6LMiA BLIBOL NO pe3yfibTaTaM 3KCNEePTHON OLLEHKW No onpeseseHnio B3aMMo3aMeHseMoCTH
NeKapCTBEHHOMO NpenapaTta 415 MeAULMHCKOro NpYMeHeHus

Mo pe3ysbTaTaM OLEHKW KPUTEPMEB (XapaKTEPUCTMK), Ha OCHOBAHNMN KOTOPbLIX OMNpenenseTcs
B3aMM03aMEHSEMOCTb JIEKAPCTBEHHbLIX NPEnapaToB, IEKAPCTBEHHbIN NpenapaT Npu3HaH

(B3aMMoO3aMeHAEeMbIM UJIN HE B3alMO3aMEHSEMbIM)

C

(pedepeHTHbIM (MHBIM BOCMPOM3BEAEHHbLIM) JIEKAPCTBEHHLIM NMpenapaToMm)
B3anmo3amMeHAaeMOCTb onpefesieHa C yKa3aHUeM Ha UCKJIIOYEeHNE CefyloWwmX 0TAeNbHbIX Fpynn
nauneHToB:

KomMunccms s3kCnepToB B COCTaBE:
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npencenaTtesib KOMUCCUN 3KCNEPTOB
(mo/MKHOCTB)

(¢.n.0.)

(nognuce)

OTBETCTBEHHbIA CeKpeTapb
(DOMKHOCTD)

(th.n.0.)

(nognuce)
3KCNepThl

(4O/MKHOCTB)

(th.n.0.)

(noanwuce)

laTa ohopmyieHns 3akndeHns " " 20
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