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.MI/IHI/ICTEPCTBO 3JAPABOOXPAHEHMS PECITYBJIHNKHA KPhIM

IIPUKA3
or Z2&, pL aE Ne L 2F

r. Campeponos

0 HeXOmOpLIX ‘gonpocax UCNONL306AHUA
NEKApCMBEHHbLX NPENapamos, MeOUYUHCKUX u30enutl
U CReYUALUSUPOBAHHBIX — MPOOYKMOE  N1eyebHo20
RNUMAHUA C 02DAHUYEHHBIMU CPOKAMU 200HOCTU

B coorsercreum ¢ ITomoxkemmem o MuHHCTEpCTBE 3/1paBOOXPAHEHUS

Pecriybnuxu Kpeim ot 27.06.2014 Ne 149, Bo mcmonHeHue Pacniopsixenn

- Pecny6muxu  Kpsim, YTBEPXKIEHHBIM  rocTaHoBieHdeM (CoBeTa MEHECTPOB

H| [ maBer

Pecnybmuku Kpemv ot 28.04.2016 No 198-pr «O HexkoTopsIX BYHpOCcax
HCIIOTB30BAaHKA  JICKAPCTBEHHEIX  IIPENaparoB, MENUIMHCKUX  H3OENUH U

CIICLMATTH3UPOBAHHEIX IPOAYKTOB JiedeOHOro muTaHus» u oT 01.03.2(
Ne 81l-pr «O HEKOTOpBIX BOIpPOCAX MCIIONH30BAHMU JIEKaPCTBEHHBIX IIPE
MCIUIMHCKUX H3NeNUHM ¥ ClELMaTH3UPOBAHHEIX IPOAYKTOB JIedeGHOro I

[ S = =

/| rona
ApaTOB,
NAHUS C

OTPaHHYCHHBIMH CpOKaMH TOOHOCTHY», B LEIIx 3(1)(1)6KTI/IBHOI’O HCIIOJNIb30BaHKA

JICKapCTBEHHEBIX IIperapaTtoB I MEIHIIHHCKOIO IIPHUMEHEHHSI, MeEau

IIHHCKUX

HSHGHHfI, d TaKKe CICHHATH3HUPOBAHHEBIX I[IPOOYKTOB ne9e0HOr0 MUTAHHUS Ha

TeppuTopur PecmyGiuiku Kpeim

IIPUKA3BIBAIO:

L. 3amectuTemo Munuctpa Jlepxauy H.H. OpraHHU30BaTh, B
GOPMHUPOBAHHMS HEIUKBUHBIX HO3HLKI B CBI3H C M3MEHUBLIEHCS ToTpeOH
JIeKapCTBEHHEIX Iperaparax, MEIUITHHCKHX U3IETTHSX, a
CICIHATTM3NPOBAHHEIX NPOAYKTAX JIeYeOHOTO MHTAHUSA, B YCTAHOBIEHHOM

ClIydae
QCTERIO B
Takxe
[ppsaKe

mepenady TakKuxX MOO3HIHH B TOCYHapCTBEHHEIE MEIHUIIUHCKUE OpraHH3aliu

Pecrrybnmuxu KpeiM [1s memonszosanus IIPH OKa3aHHU METUIMHCKOU II0
YCIIOBHAX CTallHOHapa U aMOyIaTopHO.

2 Cosjath KOMHCCHIO IO  BOIpOCAM mepefadyd  JIexape]
HpCIEapaToB, MEIMLUHCKUX H3JEIMH, a TakXe CIENHalH3HPOBAHHBIX IIp
NIeYeOHOTO IMHUTAHHS B TOCYIAPCTBEHHBIE MeTHIIHHCKHE opraHuzaiuu Peci

MOIIHA B

[BEHHBIX
ONlyKTOB
THOIUKH

KpBIM I HUCIIONIB30BAHUS IIpH OKa3aHHNW MEOHIMHCKOH IIOMOINH B YCIIOBHSX

CTalMOHAapa ¥ aMOyIaTOPHO COTIACHO IIPUIIOKeH IO No 1

3. YTBEpOuTE  IOPSIOOK  Iepemayun JEKapCTBEHHEIX  IIPEI@pPaToB,

METHITHHCKHX KBI[GHHI;I, d TakKxe CIICIHAJIM3UPOBAHHEIX IIPpOOYKTOB IIe

uBOHOTrO

HHMTAHI B rOCYNapCTBEHHBIE MEIUMLMHCKAE OpraHusaluu Pecrmy6muxu Kpnhv s

HCIIONb30BAHMS TIPH OKa3aHHW MEIHWIMHCKOM IIOMOINY B YCIOBHAX CTAIM
aMOyJIaTOPHO COTIACHO MIPUIIOKEHMIO No 2.

OHapa H




4. 3aMeCTHTENI0 MHHKHCTPA  3IPaBOOXPAHEHHS PecryOnuxu KpE’TIM
Hepxauy HH., HaYaJlbHUKY  YIPaBICHHUS  JIEKAPCTBEHHOTO o6ecnequgm,
HH(OOPMaTH3aIUH, OXPAHb! TPYJa i IPAKIAHCKOH 3aIHThl HACEICHHS Kpasuy I'.B.,
PYKOBOZHUTELAM ['0CyHapCTBEHHOTO YHHTAPHOIO MpPENIpPHSATHS Pecnybmuxu Kprim
«KppiM-@apmariist», [ocyqapcTBEHHOr0 Ka3eHHOTo yupexnenus Pecry6muku Kpeiv
«KpeIM3apaBy, rocyIapcTBeHHEIX MeIUIMHCKIX opranmsanuii PecryOmuxu KpeiM,
obecreunts BeronHenue [Topska, yKa3aHHOTO B IyHKTe 3 HACTOMAIIETO PUKa3a. |

5. KoHuTpons 3a wucnomnenuem HACTOSNINEr0 IIPUKa3a BOZJIOKHTH Ha
SAMECTHTENI MUHUCTPa 31paBooxpanenus Pecrybmuku Kperv Casunuykosy M.H.

Munucrp A.TOJEHKO



‘ HpHﬁO}KeHHe: Nelxkm jlélcasy
‘ MuHuCTEpPCTBA 30PABOOXPAHEH M
f Pecry6muxn| Kpsiv
or«Zf o2  DOITr.Ne SZ2Z

Cocras Komuccenu nmo Bonmpocam nepenadu
JIeKapCTBEHHBIX Npenaparos, MEAUUHMHCKHX H3eJIHIi,

a TAKIKe CeHATH3HPOBAHHBIX NPOIYKTOB JIe4e0HOro MUTAHMS B
rocyqapcTBeHHbIe MeAHIHHCKHE opranu3anuy Pecny6auku Kpoim
AJIsI HEMOJIL30BAHUSA NPH OKA3aHUH MEeIHIIHHCKOH MOMOLIH

‘B YCJIOBHSIX CTAUHMOHAPA H aMOYJIaTOPHO ‘ .
. | |
Jepxay H.H. 3amecTrTens MUHUCTPA 3paBOOXPAHEH IS Pecn;.i@nmcu K piT:IM,

i | npefcenaTels KOMUCCHH
i \
| Kpagen I'.B. HavansHUK ynpaBlieHus JeKapCTBEHHOr0 o6ecneiqez{m, ,

MHpOPMATU3AINH, OXPAHEI TPYAA U IPaKIAHCKO} 3aIlUTH] |
‘ Hacenenus MUHHCTEPCTBA 3APaBOOXPAHEH S Pec!nyﬁfmxn
I Kpsiv |

Boneckuit A.XO. 3aMeCTUTENb Ha9albHUKA, 3aBEAYIOLIHI OT/AEI0M
JIEKapCTBEHHOTO 00ECIIEUeHUS YIIPABIECHUS JIEKAPCTBEHHQO
obecrieuenus, ”HGOPMATHIALMH, OXPAHEL TPYIa 1
TPOXIAHCKOH 3aIIUTEl HaceIeHUs MHHHCTepCTBaJ

3npaBooxpaneHus PecryOmuku Kpeim |

, I"onwaposa I1.B. 3aBeIyIOIIHNi OTAEIOM OPTaHM3aLMH IIePBUYHOM MeINKOH
; _ CaHUTAPHOM ¥ CKOpOM MEIUIIMHCKON IIOMOLIY ‘

i (1IN | | v

% Hesaxonosa T.B. 3aMecTuTeNs HadalbHUKA YIIPABIEHHS — 3aBeIyIOIIMM

o |
OTACJIOM OpraHu3al¥y MEeIUIIHHCKON ITOMOIIH JETIM, MaTepam

U CaHUTApPHO-3IIH/IEMHOIOIHIECKOMY 0IaromoIydHio
18 Baxmura M.A. HauansHUK OTHeNna OpraHu3aiue 1eKapCTBEHHO)

i obecrieuenns I'ocy1apCcTBEHHOTO Ka3eHHOTO yq!pemneﬂm
_ Pecniy6muxu Kpeiv «KpsimMsapasy (¢ cornacus) .
i AHlpeera A.A. IIpoBu30p OTHETA OpraHU3aluy IEKApCTBEHHOTO bbece PHIS
1 Il| ["ocynapcTBeHHOTO Ka3eHHOro yupeskaeHus Pecry6myky

| Kpemv «KpreiM3apasy (¢ cornacus) |
i Iepenpiruna JL.M. H.o0. mupexropa ["'ocy1apCTBEHHOTO YHHTAPHOTO
i npennpustia Pecrrybnuku Kpeim <<KpBIM—(I)ap|M31uHH> (c
COTJIacHs)




[Ipunoxenne No 2 K 1
MuUHHCTEPCTBA 31PaBOOX
Pecrryonugh

0T <<Zf £% 201710 )

IHOPAJOK
nepeNayvyu JieKapCTBEHHBIX NMPenapaToB, MeIHIHHCKHX H3AeJIHIi,
a TaKJKe ClleHAaJTU3HPOBAHHLIX NPOJYKTOB Je4eOHOro MUTAHHUS B

rocyaiapcTBeHHbIe MeIHIHHCKHEe opraHu3zanun PecnyOauxu Kpbeivm Jjs

HCIIOJIB30BaHHA IIPH ORa3aHHH MEeIHIHHCKOH NMOMOIIH
B YCJIOBHHAX CTAHOHApa H aMGynaTopHo

1. Hacrosamu#t ITopsmox paspaborar Bo ucnonuenue Pacropsxenui [IT
PecrryOmuxku Kpeimv ot 28.04. 2016 Ne 198-pr «O HEKOTOPBIX BOIIp!
HCTIONB30BaHMUA  JICKAPCTBEHHBIX  IIPENapaToB,  MENUIMHCKMX — M3JIelHi

CIIeMaIM3HPOBAHHEIX IIPOAYKTOB Tede0Horo nuranus» u ot 01.03.2017 rox
pr «O HEKOTOPBIX BOIpPOCAX HCIOIB30BAHUS JIEKAPCTBEHHBIX IIpEl]
MENUIMHCKIX H3NENHH ¥ CHeHMaTH3UPOBAHHEIX IIPONYKTOB JIe4eOHOro Iu
OIPaHUYEHHBIMU CPOKaMM TONHOCTH» M OIpeIeiseT IpOLenypy peal
JIGKAPCTBEHHBIX IIPENIapaTOB, MENHIMHCKAX H3IENUH M  CHEUaIH3upO
IPOMYKTOB JlIeueOHOro IMTaHHS C OrpPaHUYEHHBEIMM CPOKAMM TOJHOCTH (]
JeKapCTBEHHBIE IIpemaparthl), KOTOpEle OBUIM  3aKyIIeHbl MHHHCTS
3npaBooxpaHenuss  Pecnybmuxu  Kpemm  (mamee —  MunucrepcTs

FOCYNapCTBEHHBIM KOHTPaKTaM, & TaKyKe JeKapCTBEHHBIX IIPeIapaToB, 3aKyIIli
Kpsmvekum  pecrrybrukanckum — yupeskuennem «KIMHEYECKOe TeppUTOpHA
MEIHUIIHCKOe 00beUHEH e «YHUBEPCUTETCKAs KIMHHKA» B paMKax KOMILIG
porpaMMel ABTOHOMHOHU PecmyOnuxu KpeM «310poBbe KphiMuan» 1 mepefs
IO aKTaMm TIpueMa-lepeads [ oCyfapcTBEHHOMY YHHTApPHOMY —[IDEIIpH
PecryOmuxu Kpsmv «Kpsmv-Papmanus (natee — I'VIT PK «Kpsiv-Dapmamusn
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2. I'VIT PK «Kpremv-®apmarmsy exxkemMecsiyno 10 10-ro guciia kaxnoro|yecsia

MHQOpMUpPYeT MEHHCTEPCTBO O JIEKAPCTBEHHBIX MpernapaTax ¢ OrpaHHYeHHEY
6| MecAleB) CpOKaMM TOJHOCTH C YKa3aHMeM HauMeHOBaHMIA JIEKapCTRA
NPenapaToB (MEX/YHAPOJHOTO HENAaTeHTOBAHHOIO HAMMEHOBAHMS M TOPI|
HAUMEHOBAHUs), JIEKADCTBEHHOH (DOPMEL, KOJHYECTBA, CPOKOB TI'OIHAC
COOTBETCTBHH C AEKIapalyet NN CEPTHGUKATOM COOTBETCTBHSI.

3. MunncrepcTBO B Teuenwe Tpex pabouux nHel ¢ MOMeHTa MOy
uHpopmarnmm or I'YIT PK «Kpemv-®apMamusty usgaer IIpUKa3 00 yTBepiKl
Pa3HAPANKY Ha IIepefady JIeKAPCTBEHHbIX IPENapaToB C OrPaHHYEHHBIMU Cpy
TOIHOCTH [T HCIIONIB30BAHUS B YCIOBUAX CTAllMOHApPA M aMOyIaTOpHO.

4. B cnydae mnepenausm IeKapCTREHHEIX IIpelapaTtoB C OTPaHUYEH
CPOXKaMU IOMHOCTH U1 HCIIOJIB30BaHMS B YCIOBHSX CTAHOHAPA!

4.1. MAHHCTEPCTBO IIPUKA30M YTBEPXKIAET pasHaps Ky Ha JIeKapCTBE

IIperiapaTel, IIpelHa3Ha4YeHHble g Tepenad B MEOHLIHUHCKIE OpFaHlﬁLIHH,

HaXOIAMTHXCS B BEICHUH MHHHCTBPCTBEL (ﬂanee — MCIMIHWHCKHE OpraHH3g
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yKa3aHHEeM HAHMEHOBAHHH, KOMMYecTBa JIEKAPCTBEHHBIX IIPEIaparoB, CPOKOB
TOHOCTH, MepedHs MEIUIMHCKUX OPraHu3alui, KOTOPHIM TOMKHEI OBITh Tepe/laHs!
JIEKApCTBEHHEIE IIperapaTsl Ui HCIIONB30BaHUSA IIPH OKa3aHUM MEIULHHCKOH
IIOMOIIM B YCIOBHUSIX cranuoHapa. Komus pasHapsiiku Harpasisercs B ['YIT PK
«Kpemm-@apmanusy» u [ KY PK «Kpeivmzapasy.

4.2. TVII PK «Kpem-@apmanus» B TedeHue 10 pabounx nHel npomBozLHT
Iepeady JeKapCTBEHHBIX NIperapaToB, yKa3aHHEIX B II. 4.1 HacTosmero [opanxka.

4.3. TocynmapcTtBeHHOe  KaseHHOe  yupexmeHue Pecrnybmuku — Kpkim
«Kpeimznpasy (namee — I'KY PK «KppiM3apaB») Ha OCHOBaHMU YTBEPIKIEHHOMH
MuHKHCTEpCTBOM pasHapsaku 0QOpMIISeT IEepBUYHBIC NOKYMEHTHI (aKThl IIpHEMa —
nepenadn, m3semenue (dbopma mo OKVY/] 0504805)) (mamee — MOKYMEHTHI) H
HalpaBisgeT B afpec MeIUIIMHCKIX OpTraHu3aIliil B IBYX SK3eMILIIpax.

4.4. MeaunyHCKHE  OpraHM3alldd I[pH  I[OIYYCHMH  JIEKAPCTBEHHBIX
npenapatos oT I'YII PK «Kpem-QapMmanusy», MOAMUCEIBAIOT ITOJYYEHHBIE B IBYX
sxseminapax JokyMeHTsl oT ['KY PK «Kpemmanpas», mpuHUMAaIOT 1eKapCTBEHHLIE
IIpernapaTsl Ha y49eT B COOTBETCTBUM C AEHCTBYIOIIMM 3aKOHOAaTelIscTBOM. OnuH
9KBEMIIIAP MOMMUCAHHBIX JOKYMeHTOB Hamnpasiserca B [ KY PK «Kpsimsapasy. |

4.5. MenuuuHCKHe OpPraHM3aliK OCYILECTBIAIOT BBIAAYY HeKapCTBGIi—IHiLIX
[IpErapaToB BCEM IMallMeHTaM, HaXOMISIIUMCS Ha CTAlMOHAPHOM JIEYEHUH, B
COOTBETCTBUH CO CTaHIapTaMHU OKa3aHUs MeIUIIMHCKOH ITOMOLIH

4.6. MenuuuHcKre Oprauu3aliy 06ecrevnBaloT BeIeHNe yYeTa U CIIUCaHUs
JICKAPCTBEHHEIX IIPENapaToB B COOTBETCTBUY C NEHCTBYIOIINM 3aKOHOIATEECTBOM.

5.B cmywae mepemadd JIEKapCTBEHHBIX IIPENaparoB C OrPaHHYEHHBIMU
CpOKaMu FOQHOCTH sl HCIIOIB30BaHMsI aMOyIaTopHO: |

5.1.  MHMHHCTEpPCTBO NPHKA30M YTBEPIKAAET pa3HApPSAIKY Ha JIeKapCTBeHHBIe
[IpenapaTel, NpeAHasHadyeHHble IS OOecledeHUs TIpPakIaH, HMEFOLIHX HpaBO Ha
JBrOTHOE JIeKapCTBeHHOe ofecIieyeHre B COOTBETCTBMH C IIOCTAHOBIEGHHEM
IIpaButenscTBa Poccuiickoit Pemepammu ot 30 wurons 1994 roma Ne 890 «O
TOCYAapCTBEHHON IOANEP)KKE DAa3sBUTHA MEIUILIMHCKOH [POMBIIIIEHHOCTH | 1
yIydlleHHu — obecrieueHMs  HACeleHHMS U YUpPeXXOeHWH  34paBOOXpaHeHus
JIEKapCTBEHHBIMH CPEACTBAMH M H3IENUAMU MEIWLWHCKOIO HasHauyeHus» (najee —
PeTHOHANBHEIE JIBIOTOIONIYYaTeNt), C YKa3aHHeM HaHMEHOBAaHMH, KOIHdYecTBa
JIE€KapCTBEHHBIX IIpenaparoB, CPOKOB TOXHOCTH ¥ IepedHs MeIULKHCKUX
OpraHM3allid, B KOTOPEIX OYyHeT OCYHIECTBIATHECS BBIIMCKA JIEKADCTBEHHBIX
perapaToB Uil amOynaTopHoro nedenus. Komus pasuapsanku manpasnsercs B [ V11
PK «Kprim-@apmarumsay u IT'KY PK ((KpBIMBﬂpaB»

5.2.. TKY PK «Kpemvzapasy:

5.2.1. Ha ocHoBaHHHM yTBep:KIeHHON MUHUCTEPCTBOM pa3HAPSIKHU OQ)OpMHSIeT
[IEpBUYHBIC NOKYMEHTH! (aKThl IpHeMa — Iiepefadw, usselienue (Gopma 1o OKY}I
0504805)) (manee — MOKyMEHTBI) U HAIPABIISET B azpec MEIUIHHCKUX OpraHu3alui
B JIBYX 9K3eMILIApax.

5.2.2. ObecrieynBaeT IIpOBENEHHE MOHUTOPHHTA OTITYCKA JIEKAPCTBEHHBIX
IIPETIapaToB COTTIACHO yTBEPIKIEHHOM NPUKa30M MUHHCTEPCTBA pa3HAPSIIKH,



M

HHHCTEPCTBO O PE3YJIBTATAX HCIIOIHEHUS YTBEP)KIEHHON pa3HapSIKH.
5.3. MenuuMHCKHE OpTaHU3alluuU:

5.2.3. ExxeHeleNnbHO 10 NATHWNAM (eCNM IATHHLA SBILETCS |BEIXOIMHBIM U

OPasIHUYHEIM JHEM B MPENIIECTBYIOIMH [OeHb) IMCBMEHHO UHMOPMUPYET

|
5.3.1.B Teuenwe 5 paboumx OHEH CO IHS HONTY4YEHUS JIEKAPCTBEHHBIX

BOPOB

TPLTIapaToB, yKasaHHBIX B I 5.1. Hacroswero Ilopsaka, 3axmouaror ¢ YT PK
«Kpsv-QapManusy  OFOBOPEL  OTBETCTBEHHOTO XpaHEeHHUS  JIEKapCTBEHHBIX
[IperapaTos.

| 53.2. Tlocye 3akmodvenus ¢ ['YII PK «Kpemv-®apmanus» mnord
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JIEKapCTBEHHBIX IIperapaToB C UCTEKIIHM CPOKOM I'OOHOCTH.

g

Munucrepereo u 'KV PK «KpeiM3npaB» 0  KonmmuecTBe  OTHyIIg
JICKAPCTBEHHBIX IIPEMApaToB, COITACHO YTBEPKACHHOM pasHapsIKy U O HaJ
OCTATKOB JIeKapCTBEeHHBIX TpenapaTos B I'YTT PK «Kprmv-Dapmarmsy.

«KpeiM3npaBy OTHENBHBIE peecTpEl 06ecreueHHbIX PELEeNTOB Ha |OTITYIIS
AEKapCTBEHHBIC IIpEeTIapatsl, yKasaHHbIe B 1. 5.1. HacTosuero [Topsaaka.

BCTCTBEHHOI'O XPaHEeHHS JIEKaPCTBEHHBIX IIPENapaToB OpPraHU3yIOT Bb

TOTOIOIyJaTeseH.
seMIIspax ToxkyMeHTsl oT I'KY PK «KpeManpasy, IpuHuMaoT nexapcTs
€rapaTel Ha Y4eT B COOTBETCTBUH C HEHCTBYIOUIMM 3aKOHOIATETECTBOM.

SEMIULIP MTOMMUCAHHBIX JOKyMeHTOB HanpasyieTrcs B [ KY PK «Kprimsapasy
5.3.4. MemMIMHCKHE OpTaHU3alMK 00eCIeYnBalOT BeleHMe ydeTa U CIIY

5.4. T'VII PK «Kpemv-@apmMarusay:
d3aHHBIX B II. 5.1. HacTosmero ITopsaka.
TaHU3ANMAMY, Y4YeT ¥ CBOEBPEMEHHEBIM BO3BPAT OCTATKOB HEHCIIOIB30B!

5.4.3. lo 20-ro umcna Kakmoro Mmecsia Gopmupyer u nepenaer B ['K

5.4.4. ExXeHeNeNpHO IO [ATHMLAM (€CIM IISITHUNA SBISETCH BEIXOIH
ASAHUYHEIM - IHEM B IPEIIISCTBYIOUIMH 1eHb) IHCHMEHHO HHMBOPM

1

TUCKY

1ICTITOB Ha AJaHHEBIC JICKapCTBEHHEIE IIpeIIapaTsI 1A PETHOHAJIBHBIX

5.3.3. MemWUMHCKHE  OpPraHM3alUM TpPU  MOTyYeHHH JIEKapCTBEHHBIX
¢napatoB oT ['VII PK «Kpemv-@apmarisy, TOAMECHIBAIOT IT0TyUeHHEIE B ABYX
CHHEBIC

O nuH

CaHHus

KapCTBEHHBIX IpenapaToB B COOTBETCTBHH C lIefICTBy}OHlHM 3aKOHOOAaTeJIbCTRBOM.

5.4.1. Ha ocHOBaHHH yTBep)KIeHHOH MHUHHCTEPCTBOM PasHapsIAKK OpPrafu3yeT
pellady, OTIYCK M BENCHME CKIAICKOrO ydYeTa JIeKapCTBEHHBIX| Npenaparos,

5.4.2.Tlo yTBepxmeHHO# mpukasom Mumzipasa pazHapsake obecrieyuBacT
(TaBKY JICKAPCTBCHHLIX NIPENApaToB, YKa3aHHEIX B II. 5.1. macrosuiero [Topsika, B
IyHKTBI OTIYCKa, KX BBIJaYy II0 pELENTaM, BEIIHCAHHBIM MEIUIIHHE

KHMMH
IHHBIX
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