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MUHHUCTEPCTBO IIPOMBILIAEHHOCTH U TOPT'OBAH
POCCHUHUCKOH PEJAEPALIUH

SAKJIIOYEHHUE
0 COOTBETCTBHM NPOH3BOAHTE/S (HHOCTPAHHOIO NPOH3BOAUTEJIS)
JIEKApCTBEHHBIX CPEJACTB /ISl MeJHIIHHCKOro NpHMeHeHHsl TpeGoBaHusAM
IlpaBua Hajnexamel NPOU3BOACTBEHHON NPAKTHKH

Ne GMP-0013-000576/20

MuHHMCTEPCTBO  NPOMBILIUIEHHOCTH W ToproBau  Poccuiickoii  @enepaiiun
HOATBEPIKIAAET, UTO
3akpeiToe aKkunoHepHoe 00mecTBo «PapmaneBTHYECKas
¢pupma «JIEKKO» (BAO «JIEKKO»),

(nonnoe u COXpaneHHoe HauMenosanue (RPU HATUYUL) RPOU3EOOUMENS (UHOCTHPAHNOC0
NpoU3EO0UMEIIA) AeKAPCMBENHBIX CPEOCME 0151 MEOUYUHCKO20 NPUMEHEeHUs)

HaXO0AIHMICS 110 ajpecy:

601125, Buagumupckas o0u..  llerymmHckuil  paitoH, 1oc.  BoJibIrMHCKM,
yi1. 3aBojackas, crp. 278,

OCYIIECTBIISIFOLIMH IPOU3BOICTBO JIEKAPCTBEHHbIX CPEACTB JUIsi MEIMIIMHCKOIO
" IPUMEHEHUS 110 aJIpecy:

601125, Baamumupckas  o0u..  llerymuHckuii  p-H, 1noc.  BoJibIMHCKMI,
yi1. 3aBojickas, crp. 279,

[POLIE] HMHCIEKTUPOBAHME B pPaMKaX JIMLIEH3MOHHOI'O KOHTPOJIS Ha CcOOIII0IeHne
JIMLIEH3MOHHBIX 1peOOBaHMI 1IPU_OCYINECTBICHUHN JIEATEILHOCTH IO IPOHU3BOJICTBY
JIEKapCTBEHHBIX CPEACTB B coorBercrBuu ¢ Jimuensuei or 30 oxrsabps 2020 1.
Ne 00024-JIC B COOTBETCTBHM € 3aKoHojaTeabcTBOM Poccuiickoit ®epepaumu wiu
HpPOIEJl MHCIEKTUPOBAHUE B 4YaCTH PErHCTPAllMOHHOTO(-bIX) Yy/IOCTOBEpeHUsI(-uit),
YKa3bIBaOWETo(-uxX) IPOU3BOAMTENEH, PACIOIOKEHHBIX 3a npejesamu Poccuiickoit
Dejepaiii, B COOTBETCTBMM ¢  TpeboBanmsmu  [lpaBma  Haajgexamei
HPOH3BOJACTBEHHOM  NPAKTHKH, YTIBCPXKJIEHHBIX I[pHKa3oM MuHucrepcrsa
HPOMBILILICHHOCTH U TOprosiiu Poccuiickoi ®enepaunu ot 14 nions 2013 r. Ne 916.
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Ha ocnoBanuu wuudopmaumu, HOJIYYEHHOW B XOJ€ MHCIEKTUPOBAHMS JIAHHOIO
HPOM3BOJIMTENSA, IOC/IeAHEe U3 KOTOpbIX Obuio nposeaeno 07/10/2020, 23/10/2020,
ciuejayer, 4ro OH  coorBercrByer  TpeOoBanusiM  llpaBun  Hajiexamei
[POU3BOJACTBEHHONW IIPAKTUKM, YTBEPAJIECHHBIX LpHMKazoM Munnpomropra Poccum
or 14 mons 2013 r. Ne 916.

Hacrosimee 3akiiouenue OTpaxkaer CTaryC COOTBETCTBHSI HPOM3BOACTBEHHOM
IUIOIIAAKH HIPOM3BOAMTENISA (MHOCTPAHHOIO IIPOM3BOUTEIS) JIEKAPCTBEHHbBIX CPE/ICTB
JUls MEJIMIIMHCKOI'O IIPUMEHEHHUSE HA MOMEHT 1IPOBE/IEHUS BbILIEYKA3aHHOM MHCIICKIIMU
M HE JIOJDKHO BOCHPUHMMAThCS B KauyecTBE JOKYMEHTA, CBHJIETEJIBCTBYIOMIEIO O
Craryce COOTBETCIBHMs B ciyuyae wucredenusi Oosiee 3 (Tp€X) JieT ¢ JaThl HTOM
UHCHEKLUH.

3akio4enue sABIAETCH JICHCTBYIOLIMM 1IpM  [IPEJOCTaBICHUM BCEX €ro CTpaHMLl
(kak yactu 1, TaK u yactu 2).

[10/UIMHHOCTEL  JIJAHHOI'O  3aKJIIOYEHUS [IPOBEPSETCS B peEecTpe 3aKiIlO4eHHd o
COOTBETCTBMM  IIPOM3BOJIMTENEN  JIEKAPCTBEHHBLIX CPEACTB VIS  MEJAMIMHCKOIo
lipuMeHeHuss TpeboBanusam llpaBun najiexaileil 1IPOU3BOJACTBEHHOM IIPAKTHKH,
pasMelleHHOM  Ha  oduumManbHoM  caiite  http://www.minpromtorg.gov.ru,
http://www.musanpomropr.pg. [Ipu OTCYTCTBUM HACTOSINETrO 3aKIIOYEHUST B PEECTPE
3aKJIOYEHUIA O COOTBETCTBMM IIPOU3BO/IMTENECH JICKAPCTBEHHBIX CPEACTB  JUIS
MEMIIMHCKOro 1pumeHeHus tpebosanusim [lpaBun najyiexained npousBoACTBEHHOM
IpaKTHKY, coodbumre B Munupomropr Poccuu.

Hacrosmee 3akioueHue HeﬁC'l'ByeT B TE€UEHHUE 3 JIET C JlaThl OKOHYAHUS UHCIICKIUHU.
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MHUHUCTEPCTBO IMTPOMBILIAEHHOCTH H TOPTOBAH
POCCHHNCKOHN ®EJEPALINA

GMP-0013-000576/20

Yacrs 2

_ Ilpon3BoACTBO H KOHTPOJIL KayecTBa

« )"0@ I. MPOU3BOJICTBEHHBIE OIIEPALIUU — JIEKAPCTBEHHAS
B MPOAYKLIUS
: ,\i .

e 1. Cmepunvras npooykyus

’ @ LI 1. Ilpoayxkiusi, IpUroToBIEHHAs aCeNTHUECKUM ITyTeM (oniepaiiyu obpadboTku

y JUISL CJICIYIOHIMX JIEKAPCTBEHHBIX (opMm):
’ @ 1 sxuakue sekapcTBeHHbIe popMbl 6016111010 00BEMa

L] sxujikue JiekapcTBeHHbIE GOPMBI MAIOTO 0ObeMa

Ul jmenepenn

U] smoduiusarel

L] TBepabie siekapcTBeHHbIE GOPMBI M UMILIAHTATHI

[] Markue siekapcTBeHHBIE (POPMBI

L] mpoyasi ipoayKiust

: L 2. Ilpomykumsi, noaseprarouasicss GUHUIIHON cTepriiM3anuu (onepanuu
- 00paboTKH JUIsl ClIeIyIOIMX JIEKAPCTBEHHBIX (hOpM):

L] sxuaxue JiekapcTBeHHbIe GOpMbI 001100 0ObEMa

L[] sxunxue siekapcTBeHHbIE GOPMBI MAJIOI0 00beMa

< L] TBep/bie sieKapcTBEHHBIE GOPMBI M UMILIAHTATHI

[] Msirkue JiekapcTBeHHbIE HOPMbI

[ npouast npoayKius, jJeKapcTBeHHbIC HOPMbI

[] 3. Beimyckaroumii KOHTpOJIb KauecTBa

7 2. Hecmepuavnasa npooyKuus
=™ 1. HecrepuabHas npoaykuus (onepaudy odpadoTkm IS CJIeyomux

S ~ | IeKapcTBeHHBIX opm): \
;;1 E [] xancysibl B TBep10ii 000/104Ke

(4% [] xancysibl B Msrkoit 060s10uke

W‘[ L] sxeBatesibHbIE JIEKAPCTBEHHBIEC GOPMbI

Ar @ L[] umiipernupoBaHHbIE JIEKAPCTBEHHbIE (hOpMBI

¥ g (] sxuakue jieKkapCcTBEHHbIE (GOPMBI JUIS HAPYIKHOTO IPUMEHEHHS!
\.:ﬁ [ sxuaxue jekapcTBeHHBIE (OPMBI JUIS BHYTPEHHETO IPUMEHEHHUS!
ql @ [J MeuuMHCKHE ra3pl

Al

5419 [J npoyue TBEpbIE JIEKAPCTBEHHbIE (HOPMBI

lis

A [] npenapathl, HAXOSIIIMECS 110/1 1aBJIEHUEM

L] renepaTopsl pajitoHyKJIHI0B

MSIFKHeE JIeKapcTBeHHbIE GopMbl

L[] ceeun (cynno3uTopun)

TabJIeTKH

U] TpanciepmalibHbie ILIACTHIPH
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L] yerpoiicTBa juisi MHTpapyMHHAIBHOIO (BHYTPHPYOLIOBOIO) BBEICHUS

npoyasi NPoAyKIHs, JIeKapCTBEHHbIe (POPMBbI: [IPOMEIKYTOUHBIH POJYKT
[] 2. Beinyckarommii KOHTpOJIb KayecTBa

3. Buonozuueckan nekapcmeeHnas npooyKuus

1. buojiornyeckas JeKapcTBEHHAS NPOAYKIHS:

L] nipoyxTs1 KpoBU

L] umMyHOJI0IHYeCcKasi POy KIiusi

L] npoyKThl Ha OCHOBE COMATHYECKUX KJIETOK

[ reHoTepaieBTHYECKUE HIPOJIYKThI

L] npoayk1hl TKAHEBOW MIDKEHEPUH

L] GuorexHosioruyeckas npoJIyKIius

L] npo/iyKThl, 9KCTpAarupOBaHHbIE U3 KUBOTHBIX HCTOYHUKOB MJIM OPTaHOB
(TKaHel) yesioBeka

npoyasi NPoAYKIUHM: IPOMEKYTOYHbIN POJYKT
[] 2. Beiyckaromuii KOHTpOJIb KayecTsa (IIepeyeHb TUIIOB NPOAYKIIIH):

L] npoaykrsl KpoBu

L] ummyHOIIOrHYECKast POy KIMS

L] npojyKrel Ha OCHOBE COMATHYECKUX KIETOK

L] reHorepaneBTH4eCKHE 1IPOJIYKThI

L] npoiyKThl TKAHEBON MHIKEHEPHUH

L] 6uorexHosoruueckas npoayKuus

L] nnpotyKThl, SKCTparupoBaHHbIe U3 KUBOTHBIX HCTOYHUKOB WJIM OPraHOB
(TKaHel) yesioBeka

L] npoyas npoayxius

4. Ilpouas npodyKuus uiu npou3600CMeEeHHAA 0esasmeabHOCHb

X 1. IponsBoacTBO:

PACTHTEJIbHOH NPOAYKUHHU

L] romeonaruyeckoi poayKuum

npoyasi npoayKuHns: aHTUOUOTHKH OeTa-JIaKTaMHOI'O psijia
[J 2. Crepuimsanust ak TMBHBIX BEIIECTB, BCIIOMOIaTe/IbHBIX BEIIECTB, TOTOBOM
HPOJIyKLIUK:

L] dpuiprpanms

IepBbiii 3amectureb Munncrpa

19 Ho}lﬁpﬂ 2020 1.
(dama Bblaauu 3AKNTOeHUsL)

Crpanunua 4 u3 10




MHHHUCTEPCTBO INPOMBILUAEHHOCTH H TOPT'OBAH
POCCHUHUCKOH PEJEPALIUH

GMP-0013-000576/20

[J cyxosxapoBasi cTepuiin3anus

[l CTepuJin3alys 1napom

O] XHUMHYECKas CTEpUIU3anuni

L] crepuiiMzaniusi raMMa-u3J1yyeHUEM

] CTEpHUJIU3ALUA YICKTPOHHBIM HU3JIYUCHUEM

L] 3. ITpoyee

4. llepBuyHas (BHYTPeHHSIs1) YIAKOBKA:

[] xkancyJisl B TBEp10# 060/104Ke

L] karicysibl B MATrKoi 060104Ke

L] sxxeBarebHble JIEKAPCTBEHHbIE QOPMBI

O HUMIIPpErHUPOBAHHLIC JICKAPCTBCHHBIC (i.IDpMB]

[ sukue JiekapcTBeHHbIE (POPMBI /ISl HAPYIKHOI'O IPUMEHEHHS!

L] sxuKue siekapcTBeHHbIE (GOPMBI JU/Isi BHYTPEHHETO IPUMEHEHHMSE

[ meauuuuckue rassl

[J npoune TBep/ibIe JieKapCTBEHHbIE GOPMBbI

L] IIpenaparhl, HaXOAAUIHUECs 110 1aBJICHHUEM

[J renepatops! pajiMOHy KJIHI0B

X msirkue gekapcTBeHHbIe (OPMBbI

[] cBeuu (cynno3utopun)

TabJeTKu

L] TpancepMaiibHbIe IUIACTHIPU

TS
R T T I R SN

L] ycrpoiicTBa Juisi HHTPapyMUHAJIBHOIO (BHYTPHPYOII0BOI'0) BBE/ICHHS

L] npouas npojyKiius, JICKapCTBEHHbIC (POPMBbI

5. Bropu4nas (moTpedHTeIbCKAs) YIAKOBKA

L] 6. Beimyckaronmii KOHTPOJIb KauyecTsa

L] 7. Mukpo6u1os10rudeckoe TeCTHPOBAHUE: CTEPUILHOCTD

[J 8. Mukpobuosiornyeckoe TeCTHpOBaHUE: HECTEPHIIBHOCTD

(] 9. Xumuueckoe (puznueckoe) TeCTUpOBaHUE

L] 10. buosiornueckoe TeCTUpOBaHUE

1I. KOHTPOJIb KAUECTBA 11PU UMITIOPTE JIEKAPCTBEHHOM
1TPOJIYKIIMHU

[J 1. KoHTposib KauecTBa MMIIOPTUPYEMOIl JIEKAPCTBEHHOM LIPOJYKLHUK:

O MH_KPOGHOHOFH'-ICCKOG TECTHPOBAHUC! CTCPUJIBHOCTDL

[] MukpoOHOIOruIeckoe TECTUPOBAHUE: HECTEPUIILHOCTD

L] xumuueckoe (husnyeckoe) TecTUpOBaHUE

L] 6rosoruueckoe TeCTUPOBAHUE

L] 2. Beinyckaromuii KOHTpoJIb (cepTuduKanms cepuii) AMIOPTHPYEMOM IPOLYKIIMK

L] CrepuiibHasi IPOAYKIWHSL:

L] npoayKiiusi, IPUrOTOBJICHHAS ACEITUYCCKUM Ty TEM

0007558
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L] npojykuus, noasepraoiascs GUHALIHON cTepuiIn3alum

L] HecrepuiibHas npotyKius

[l buosornueckas JEKApCTBCHHAsA HIPpOAYKLIHAL

[ npoaykrsl KpoBu

L] uMMyHOJIOMYECcKas HPOLYKLUS

CJ HPOAYKTHI HA OCHOBE COMATHUYCCKUX KJIETOK

l [] renorepaneBTHYECKME 1IPOYKThI

i L] npoayKrbl TKAHEBOH MHIKEHEPUU

i L] 6uorexHosornyeckas npoayKIus

W ] npoayKrbl, 9KCTparupoBaHHbIe U3 IKMBOTHBIX HCTOYHUKOB WX OPraHOB
; (TKaHe#) uejioBeka

. L] npoyast nporyKuusi

9 L] 3. IIpoyas sesiTenbHOCTD 110 MMIIOPTY (BBO3Y):

L] muomajika pusuyeckoro umnopra (BBo3a)

[J uMnopT npoMesKyTOHYHOI'O IPOAYKTA, IO/ABEPIaloIerocs AalbHeniei
obpaborke

L] npoyee

) N R
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MHUHUCTEPCTBO IMPOMBILHIAEHHOCTH U TOPTOBAH
POCCHUHCKOHN ®EJEPALIMU

GMP-0013-000576/20

OrpaHM4eHusi WIM [OSCHUTEILHBIC 3aMETKH. Kacaloluuecs 00JacTH 1PUMCHEHUSI
ceprudurara: -

Ilepeyenn JIEKApCTBEHHBIX CPE/ICTB, B OTHOLIEHHWM KOTOPOTO MPOM3BOAWIOCH
MHCTIEKTHPOBAHHE:

Me:xtyHapojiHoe
HEIaTeHTOBAHHOE
HauMEHOBaHHE WIH
JlexapcTBennas hopma.
_ Toprosoe IPYITNUPOBOYHOE
AR JI03UpOBKa (eciun
: ), _ HAMMEHOBaHUE (XuMuuecKoe) HaMMEHOBaHHE
= | IPUMEHHMO)
: “'84 JICKapCTBEHHOTO _
~ e v g
N npenapara/papmaieBTHueCKON
S L cy6cranimm
E ITpon3BOACTBO rOTOBBIX JICKAPCTBEHHBIX (OPM
IIpomexyTrouHbIi
HPOAYKT JUIst ; aunoduimzat Guomacchi
e ['pubkm xepupHbIC ¢
IIPOM3BOICTBA kedupHoro rpudka
upenapara Auunon®

ITpou3BO/ICTBO rOTOBBIX JIEKAPCTBEHHBIX GOPM, YIIaKOBKA IIEpPBUYHA,
YIIaKOBKa BTOpUYHAs

TabNEeTKH
AMOKCUIILITHH ‘ : JCIIEPTUPYEMBIE,
YKCITPECC R e s 125 mr. 250 wr.
7| 500 mr, 1000 mr
=9 TabNeTKu
el JIUCHEprupyemsie,
Y i g Ao Fpin AMOKCHLIMJUINH + 125 mr + 31.25 mr.,
g7 KnasysanoBas xuciiora K A 250 M+ 62.5
Ul SKCIIPECC JaByJlaHOBasi KMCJIOTA M1 5 wmr,
Mi6 500 mr + 125 wmr,
;'r"’ : 875 mr + 125 mr
i;‘r G 4 TabJIeTKH, IOKPHITHIE
i@ TUICHOYHOM 000JI0UKOH,
7l AMOKCHIIMJUIHH + AMOKCHITHJUTAH + 250 Mt + 125 mr
b }’(Il KuiayiiaHoBasi kucjiora KiiaBysanosas kuciora w3 :
5 ks 500 mr + 125 mr.
N 875 mr + 125 mr
/%6 o ‘ KpEeM JUIsi HApYIKHOTO
Muxkoaepun Hadrudun eingleans, | %
reJib U1 HapyKHOIO
HEKCT AKTUBI'EJIb | HO6ynpoden + [Jlesomenroin] HPUMEHEHU,
5.0%+3.0%

CTpaHnua 7wz 10
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11 e gy 1"
eH1T dJII[I:;II i JKCTpa Keronpodes n;m: Juist Hap)DKHOOI‘O
& puMeHeHus, S5 %
| .; e 5 T 3 KpEM JUIA HAPYIKHOI'O
2 €PMHUKOH epOuHapuH npasenes. 1%
B
e & ‘ KpeM JUIsl Hapy>KHOI'O
a I {unoxarn [ Tupurnon uuHk AbumeReras, 0.2 %
s Y1akoBkKa BropuuHas
: p
E : JlakroGakrepuu
> Awunon® auuohuibHble + 1 pudbku KaliCyJibl
% KedupHble
g berakconoi-OnTux berakcosou Karuiy riasuele, 0.5 %
' BUOJIEK Ty6epKy:un 1 2 i
ki [1-J1 Ausuieprensl Oakrepuii BHYTPUKOXKHOI'O
i BBejlenus, 2 TE/no3a
I'am-KOBH/I-Bak,
A pacTBop s
o A BHYTPUMBbILIEYHOTO
¥ BEKTOpHasl BakiMHa Juist | Bakuwuna juis npopuiiakruku Y1P
HPOPUIAKTUKH HOBOW KOPOHABUPYCHOM KOMIE:?:::?{B
KOPOHABUPYCHO# undpexuuu (COVID-19) (5 Bas) - MJIH
UHGEKIUY, BbI3bIBAEMOH ﬂ033 KOh;HOHeHT
supycom SARS-CoV-2 T NI A6)
J1OP30JIAMW/I- Topsonasmn; KalUlM Ii1a3Hble,
OITHK P " 20 mr/m
_ Nurepdepon anbha-2b + Kallly IJia3Hble
15| -Ody :
e Judenrnapamun 10000 ME + 1 mr/mi

2 Kcuiomeraszonus + ait
KCWIOHI Ka HHBHaBaﬂLf;me,
[ lexcnanrenou] 0.1%+5.0%
4 Jlakrobakrepuu
Jlakronopm KallCyJibl BAal'MHAJIbHbIE

auna0GuiIbHbIC
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AR MHHUCTEPCTBO HPOMbl&HJ\EHHOCTH U TOPTOBAH
;g POCCHUHUCKOU PEJAEPALIUA
8
: GMP-0013-000576/20
...g 3 Jlapacren® Anamantuidpompennnamun | tabierku, SO mr, 100 mr
"ﬁ JlatanonpoctT-OnTHK Jlatanonpocr Karum riasupie, 0.005 %
r@ JlepomurieTux XiopampeHUKoI Karuim riasssie, 0.25 %
r t Jlesoguiokcauu-OnTuk JleBoduokcarun Karum rinasseie. 0.5 %
v ® KaIUIM yIIHbIE,
;L{n Makcukonn” Otoruta JIupoxaun + @enazon 1.0 %+ 4.0 %
'j:@( BeH3u1IMMeTHII- o,
"ﬂﬁ MUTPACEITTUH®- MHUPHCTOWIIAMHHO- s e
g ODTAJIBMO NPONUIAMMOHMS XJIOpH/IA 61 sct gﬂ :
)./ MOHOI'MJIpAT : =
Y ~ Moxkcuiokcauus- KA1y r1a3Hbie,
<8 ,
5 )oriivic Mokcuguokcalmt 0.5 %
4 Kaluii Ha3aibHBIC,
4 Hadtusun Hadazosnun 0.05 %. 0.1 %
- Hadrtuzun Hadazonun crupeit HazainbHbil, 0.1 %
& Punocron® Kceuomerazonun S i i;aaanb};ue,
g 0.05 %, 0.1 %
® r . ; Kalll¥ Ha3aIbHbIC,
} Punocron™ Dxcrpa OxkcumeTa3oiuy 0.01 %, 0.025 %, 0.05 %
Cynbdanui HaTpusi 3 Kaluly [J1a3Hble,
{é’ by Cynbhaueramu 20 %
| “ Taypun Taypun Kaiuiy riasusie, 4 %
I TabJIETKH, HOKPBITBHIC
18 Topean® Tonmpamat IIEHOYHON 060I0YKOI,
i p,@' 25 mr, 100 mr
b Eﬁl
N o KalUIM TJia3Hble,
{ f Tpasonpoct-Ornrruk Tpasonpoct 0.004 %
3 4‘"
N OeHwNQpUH-OITHK Genindpun i mjﬁ g
|87 2.5 %
:\: ‘ 4 Tabierku
\I1¢ Lleduxcum DKCIIPECC Llepuxcum JUCIIEprupyembie.
71§ - 400 mr
JE [ lunipodaokcaiun- Karuiy IJ1a3Hble,
Ny I{unpodurokcarun 03 %
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MOPOIIIOK JUIsI
HPUTOTOBJICHMSI
pacrBopa Juisl
BHYTPUBEHHOIO 1
BHYTPUMBIIIEYHOTO
BBeaeHus, 1.0 r

Lledazonmnn Lledaszonun

e b (T

[IOPOLLOK JUIst
LIPUIOTOBJIEHMS
pactBopa Juist
BHYTPUBEHHOI'O U
BHYTPUMBbILIEYHOI'O
BBejaeHus, 1.0 r

Lleborakcum Iledorakcum

T SR

[OPOIIOK JIJIst
[IPUI'OTOBJICHUS
pacrBopa Juisi
BHYTPUBEHHOI'O U
BHYTPUMBIILIEYHOTO
BBeseHud, 1.0 r

AL

Iledrpuakcon Iledrpuakcon

e

e e o
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e
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