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1. O0mue cBegeHHu .

1. HammeHOBaHMe JeKapCTBEHHOTO Ipernapara

Toprosoe nHaumenoBanue: BUHCYBET I'maprum ANIMALPEN mns xomek
(VINSUVET glargin ANIMALPEN pro felibus).

MexnyHapoaHOe HelTaTeHTOBAaHHOE HAUMEHOBaHUE: WHCYJIMH TJIapTHH.

2. JlexapctBeHHas Gopma: pacTBOP IS IOAKOKHOTO BBEICHHUS.

B 1 M1 mpenapara B KauecTBe JEHCTBYIOILIETO BEIIECTBA COACPIKUTCS WHCYJIUH
rmaprud — 50 ME. B kxauyecTBe BCIOMOTaTeIbHBIX BEIIECTB IpenapaT COACPXKUT:
rnunepon (rmuuepws) 17 mr, Merakpe3on 2,7 mr, nuaka xmopug 0,0313 wmr, 2 M
pacTBOpP XIOPUCTOBOAOPOAHON KUCIOTH Wi 2 M pacTtBop HaTpus ruapokcuaa 1o pH
3,5 —-4,0, Boga miig HHBEKIHAHN 10 1 MIL

3. Ilo BHemHeMy BUIY Tpenapar MpeacTaBisieT co00 MPOo3pavHyr0 OECIIBETHYIO
XHUAKOCTb. CpoK TONHOCTH JIEKapCTBEHHOTO IIperapara IpH COOMIONEHUU YCIOBUH
XpaHeHuil 3 roja ¢ JaThl IPOW3BOJCTBA. 3alpelleHO NPUMEHEHHUE JIeKapCTBEHHOI'O
Ipernapara 1o UCTEUYeHHH CpoKa rogHocTu. Haxopsmmiics B ymoTpeOJIeHuU mperapar
JIOIIyCKAaeTCs UCIIOJIb30BaTh B TeUEHHE 28 JHEA.

4. BUHCYBET I'maprus ANIMALPEN st Komex BBITyCKaeTcsi B KapTPUAKaX
0 3 MJI, KOTOPBIE IOMEINAIOT B IIMPUI-H03aTop (MIpu-pydky). [To 5 mpenBapuTenbHO
3aII0JJHEHHBIX IIIPUL-03aTOPOB YIIAKOBBIBAIOT B MHIAWBUIyaJIbHbIE KAPTOHHBIE MaYyKH
BMECTE C HHCTPYKIMEN IO MPUMEHEHHUIO

5. Ilpemapar XpaHST B 3aKpBITOM yIIaKOBKe IIPOH3BOJMTEISI, B 3AIUICHHOM OT
CBeTa MeCTe, B 3aKPBITOM yNAKOBKE IPOM3BOIUTENs, IpH Temieparype ot 2 mo 8°C,
OTJENIbHO OT IIPOAYKTOB IMUTAaHUS M KOpMOB. Haxomsimuiics B ynorpebieHun mpenapar

1



JTIOIYCKaeTCA XpaHUTh Ipu Temmepatype 15-25 °C He Oonee 28 nHeH, NPEJOXPaHATh OT
IIPSIMBIX COTHEUHBIX Jydel, HarpeBaHUs U 3aMOpaKUBaHU.

6. Xpamute BUHCVYBET TI'naprur ANIMALPEN s koimek ciemyer B
HEIOCTYIIHOM JJIS IETed MeCTe.

7. Hencrnionp30BaHHBIH JIEKaPCTBEHHBIHN MperapaT yTHIH3UPYIOT B COOTBETCTBUU C
TpeOOBaHUSIMU 3aKOHOATENbCTBA.

8. BUHCVYBET I'maprua ANIMALPEN nmns komek oTImyckaeTcs 6e3 pementa
BETEPUHAPHOI'0 Bpada.

I1. ®apmakonornyeckne (0Hosornyeckne) CBOMCTBA.

9. ®apmakoTepaneBTHUECKAs IPyIIia: UHCYJIAHEI.

10. dapmakosoruyeckre CBONCTBA.

dapmakoguHaMuKa. B cocTaB IpernapaTta BXOIUT HHCYIIHH IAPTHH, SBIISIOMUNACS
aHAJIOTOM  MHCYJIMHA YeJIOBEYECKOI'O0  PacTBOPUMOIrO, IIOIYYEHHBI  METOIOM
o6umorexnonoruu pexomomHanTHOM JIHK ¢ wmcmoms3oBammem mramma P. pastoris.
WNHCcynuH TrNapruH B3aMMOAEHCTBYEeT CO CHEIU(DUUECKUM pELEeNTOpOM BHEIIHEH
IIUTOIIa3MaTHUEeCKO MeMOpPaHEI KIeTOK U 00pazyeT HHCYIHH-PeIleNTOPHBIA KOMILIEKC.
CHmXeHMe COJepXXaHWs TIJIIOKO3bI B KpOBU OOYCIOBIEHO TIIOBBIMIEHHEM €€
BHYTPHKJIETOYHOTO TPAHCIIOPTa, YCUJICHHEM TIIOIJIONIEHUS M YCBOCHHUS TKaHSIMU,
CTUMYJSILIMEH JIUIIOTeHe3a, TIMKOTeHOreHe3a, CHHTe3a Oelika, CHI)KEHHUEM CKOpPOCTH
MIPOIYKLIUH TITFOKO3bI TIEYEHBIO U JP.

®apmakokuHeTrka. lIpomomxurensHOoCcTh aAedictBus mpenmapata BUHCYBET
I'mapruas ANIMALPEN nns xomrek oOyclioBlieHa CKOPOCTBIO BCAChIBAHHUSA, KOTOpas
3aBUCHUT OT pa3HBIX ()aKTOpoB (Hampumep, OT 03Bl HHCYJIMHA TJapruHa, crmocoba u
MecTa BBEICHMUSI, TUIIA caxapHoro auabera).

[Ipemapar BUHCYBET I'maprua ANIMALPEN 118 xomek mpeiHa3sHadeH I
ITOJAKOXXHOTO BBEJIEHUS, II03TOMY (apMaKOKMHETHUECKUEe [apaMeTpbl WHCYIUHA
MOJIBePKCHBl 3HAUUTENBHBIM  WHIMBUAYalIbHBIM KoleOaHMSAM. Bpems nocTmxeHHs
MakcuManbHOW KOHIEHTparuu (T.) Iocie OAHOKPAaTHOTO IIOJKOXXHOI'O BBEIECHUS
cocraBisgeT OKono 1 dyaca. DapMakOKWHETHUECKUNW MpoQuinb HHCyIHHA IJapryuHa
XapaKTepU3yeTcsl TOCTeNeHHOW alcopOrumell U3 MecTa HHBEKIUM M OTCYTCTBHEM
BEIPKEHHOTO NHMKa KOHIIEHTPAIUH.

Tepanestuueckoe aericteBie BUHCYBET TI'maprur ANIMALPEN s kormex
MPOJOIDKAETCS B TEUSHHE HECKONbKMX YacOoB IIOCHE DJIMMHMHAIMK JEHCTBYIOIIETO
BEIIECTBa Mperapara U3 KPOBSHOTO pycia U B oOmel CIIOKHOCTH IJIMTEIBHOCTL €T0
nefictBust coctaBisier 11 — 14 gacoB, 4TO MO3BOJISIET TOBOPUTH O IIPOJIOHIMPOBAHHOM
IEeUCTBUHU IIpernapara.

B MoaK0XXHO-)XKAPOBOX KJIETUYATKE WHCYIUH IJIApIHH YaCTHUYHO PACIICILISETCS CO
cropons! kapbokcminsHOro Konua (C-konna) B-menu (Oeta-nenu) ¢ 06pa3oBaHUEM JIBYX
akTuBHBIX MeTabomuroB M1 (21A-Gly-mrcymuua) u M2 (21A-Gly-des-30B-Thr-
WHCynIuHA). IIpeMMyIIeCTBEHHO B IUIa3Me KpOBH IWpKymupyeT Merabomur MI.
Cucremnas bskcrmo3uis Metabomura M1 yBenuuuBaeTcss IPH YBEIHYCHUH JIO3bI
mpenapara.



II1. Mopsinok npuMeHeHHus.

11. BUHCYBET I'maprua ANIMALPEN npuMeHAOT KOLIKaM JJIA JICYCHHUS
caxapHoro guabera, TpeOyIOLEero HHCY THHOTEPAIIHH.

12.  IlpoTWBOmOKasaHWs K TIPUMEHEHHIO: TIUIOTTUKEMMs M IIOBBIIIECHHAS
YyBCTBUTENFHOCTh K WHCYJIMHY WIH K JIOO0My M3 BCIIOMOTAaTeNIBHBIX BEIIECTB
mpernapara.

13. MepsI IpeA0CTOPOKHOCTH NP IIPAMEHEHHUH.

IIpeaBapuTeapbHO  3alONHEHHBIM  INIIPUI-N03aTOP  OJHOPA3OBBIA  JIOJDKEH
OPUMEHSETCS BO BpeMsl KypCOBOM Tepanmuy TONBKO Yy KOIIEK II0 Ha3HAYCHMIO
BETePUHAPHOTO Bpaya.

- Pexomenpyercss mpakTudeckoe OOydeHHe (TEXHWKAa WHBEKIWHA) IO
WCTIOh30BaHUIO IIIPHII-I03aTOPa, IPOBOAMMOE JIeUaIlliM BeTepUHAPHBIM BPauOM.

- Jlms  mpenoTBpamieHWs ~— WHOUIIMPOBAHUS  IINPHUI-A03aTOP  JOJDKEH
WCTIOJIB30BATHCS TOJIEKO OJTHUM TAI[MEHTOM U He MepeaBaThCsl IPyroMy JIULLY.

- Ecnmu ecTh mOMO3peHUs, YTO WCIONB3YeMBIH SK3eMILIIp IIIPHUI-T103aTopa
HIOBPEX/ICH, CIIeYeT MCIOIb30BaTh HOBBIN IIITPHII.

- Iepen kaxmoil WHBEKIHENW yOeIUTECh, YTO IIMTPHI-I03aTOP COAEPIKHUT HY KHBIH
THUII HHCYJIMHA, TIPOITMCAHHBIN JICUaIlliM BeTePHHAPHEIM BPadOM.

- IlpouwnTaiite W cremyliTe WHCTPYKIMM IO TIpUMEHEHWIO WHCynIuHa. Bcerma
yOexmaiiTech, 4YTO IINPHUII-I03aTOP TMOATOTOBIEH K HCIIONBE30BAHUIO B COOTBETCTBHUU C
pykoBoAcTBOM. Hapymienwe  mpouemypsl  MOATOTOBKM  INIPHUI-A03aToOpa K
HCIIOJIb30BaHUIO MOXXET IIPUBECTH K BBEICHUIO HETOUYHOH 1036l MHCYJIMHA.

- Jlist KaxIoi WHBEKIMH UCTIONB3YHTe HOBYIO Uiy, Cpa3y e mocie WHBEKIIHU
UTIy CIIEZyeT CHATh M YTHIM3UPOBATH Oe30macHbIM crtocoboM. Ecnu urna ocranercs Ha
LIMpHUIE, 3TO MOXET IPHUBECTH K €€ 3aCOPEHHIO U TOBJIHATH Ha TOYHOCTH BBEICHUS
TI03BI.

- Ecmm mocnme oTcOoeqWHEHHWS UINBI OT IIIpHIAa Bl OOHApYXHIH yTEUKY
WHCYJIMHA, CYIIECTBYET BEPOSATHOCTh, YTO 1032 BBEJEHA He MOJHOCTHIO. He ciemyer
BBOIHUTH BTOPYIO 103y [UISI KOMIIEHCALUU (3TO MOKET IPUBECTU K PE3KOMY CHIDKEHHIO
YPOBHSI caxapa B KPOBH).

[Ipu pabore ¢ mpemapatrom BUHCYBET I'maprun ANIMALPEN mis xomrek
clenyeT cobmomarh OOIIHe MpaBWiia JIMYHOW THTHEHBI W TEXHUKU 0e30macHOCTH,
IpeIyCMOTPEHHbIE TIpH paboTe ¢ JIeKapCTBEHHBIMH npemaparamu. JlromiMm ¢
THIIEPYYBCTBUTEIFHOCTEIO K KOMITOHEHTaM IIperapaTra ClefyeT u30erats NpsMoro
KOHTaKTa C JIeKapCTBEHHBIM TiperaparoM. [Ipu ciydaifHOM BBeJeHHMM IIperapara
YeJIOBEKY BO3MOXKHO Pa3BHTHE T'HIIOTNIMKEMUH; PEKOMEHIYETCS IIepOpaIbHOE BBEICHUE
TJIOKO3bI M OOpallleHre B MEOUIIMHCKOE YyuYpeXIeHne. B cioydae IOABICHHA
AIJIEPrUIEeCKUX PEaKIUuil clieyeT HeMeIJIeHHO 00paTUThCS B MEIUIIMHCKOE YUIPEKACHHUE
(pu cebe UMETH MHCTPYKITUIO 110 TIPUMEHEHHUIO TIpeTiapara Wil 3TUKETKY ).

3ampelraeTcst HCMOMB30BaHUE ITyCTON YITAKOBKY M3-TI0J] IIperapaTa A OBITOBBIX
1eNiel, OHa TOJUIEKHUT YTHIM3AINKA ¢ OBITOBEIMH OTXOAAaMHU. Vcronb30BaHHEIE IIIIPHUII-
J03aTOPBl ¢ TMpernapaTroM Clie[yeT YTHIU3UpOBaTh 0e3 IIPUKPEINICHHBIX MIJL,
HCIIOI30BaHHbIE MBI YTHJIM3UPYIOT B MX 3AIIUTHBIX KOJIAYKaX U B COOTBETCTBHUH C
pEeKOMEH/IaIisIMU JIeualllero BeTepUHapHOro Bpaya.



14. IIpuMeHeHHMe pemnapaTa BO BpeMs O€peMEHHOCTH U JTaKTal[{y Y KOIIEK.

JUTst )KUBOTHBIX C paHee WMEBIIMMCS WM TeCTAMOHHBIM CaxapHBIM IuabeToM
BOXHO B TeYEHHWE BCel OEpeMEHHOCTH IIOANEPXKHMBATh aNeKBATHYIO PpETYIIALMIO
MeTabONMMYIeCKHX IIPOIECCOB, YTOOBI TPEIyNPENdTh IOSBICHHE HEXeIaTeIbHBIX
HCXOJIOB, CBSI3aHHBIX C TUIIEPIITHKEMUEH.

B mepuwopn mnaxTaruyu MOXeT MOTPeOOBATHCS KOPPEKIHs PEXHMa JTO3UPOBAHMUSA
uHCcynuHa. OTHenbHBIE MCCIEeNOBaHUS IO TPUMEHEHHWIO TperapaTa y JXHBOTHBIX B
HEePUOJ JIAKTAIINN HE TIPOBOIUIIHCE.

15. Pexxum go3upoBanus. Criocod BBeIEHUS.

Havanpayto 103y ¥ MOANEPKUBAIONIYIO JO3y  ONpENeNseT Jiedarluit
BeTepuHapHbIi Bpau. CTapToBas no3a mHCynuHa koiebinercs B uHTepBase 0,25 — 0,5
ME/kr kax/pie 12 4acoB U ompeenseTcsl ypOBHEM TIFOKO3EI B KpoBH. OOBIYHO 3Ta 1032

OKpYIJIIETCSI B MEHBIIYIO0 CTOPOHY N0 OJibKalilel eTUHWIBI W HEe IIPEBBIIMIAET 2
ME/xomky kaxable 12 gacos.

KoHnenTpalus riioKo3sl B KPOBU Jlo3a HavanbHas
<20 mMons/1 uin <3,6 /1 0,25 ME /xr
>20 MMOIB/IT ik > 3.6 /11 0.5 ME /xr

Komkam ¢ oxupeHweM UM C TIOBBIIIEHHOM MAaccoii Tela Jo03a JOJDKHA
PacCUMTHIBATBECS UCXOMASl U3 MX PACCUUTAHHOW HACaIbHOW MAacChl Teja, a He TEeKyIeH
MAacCEI Tella.

Ilocne moxmbopa TOANEp)KHUBAIOIIEH  JO3BI  PEKOMEHAYETCS  PETYILIPHO
KOHTPOJIMPOBaTh YpPOBEHb TIJIOKO3Bl B KPOBU Yy JKMBOTHOTO M IO HEOOXOJUMOCTHU
KOPPEeKTHUPOBaTh 103y. J03bI He MODKHBI yBETMYMBATHECS dallle, 9eM pa3 B 3-5 JHEW.
bricTpoe yBenuueHwe 03Bl SABISETCS YACTOM IPHUYMHOW THIOTIHKEMHH U
PUKOLIETUPYIOMIEH TUTIEPTITUKEMHUH.

PexomeHayeTcs TMOCTOSHHO KOHTPOJIUPOBATH OOIEE COCTOSHUE >XUBOTHOTO
(ammeTuT, XaXaa), MPU MOSIBICHUN OTKIOHEHHH CIIeyeT 0OpaTHTCS K JiedalneMy Bpagy.

[Ipemapar BUHCYBET I'maprun ANIMALPEN s xomiex BBOJAWTCS TTOIKOXHO
B o0iacTh IIeWHOW CKIAIKH KOITKA. BBeneHWe TmpemapaTa BHYTPUBEHHO U
BHYTPUMBILIIEYHO HE JOIIycKaeTcs. TemmepaTypa BBOAMMOIO IIperapara JOoJKHA
COOTBETCTBOBATH KOMHATHOIA.

Kopmnenue ocymecTBnsercs qBa pa3a B CYTKH, B OJIHO M TOXE BpeMs, MEPBYIO
MOJIOBUHY KOpMa B YTPEHHHE Yachl JalOT BMECTe C WHBEKIMEed HHCYJIWHA TJapIrHH.
[IpomomKUTENBHOCTD JICUSHUS OTIPEAeIIeTCs IeYallliM BeTepUHAPHBIM BpadoM.
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[Ipu mondope MO3BI HE PEKOMEHIYETCS MEHSATh CyTOYHOE KONHYECTBO U BHJL
KOpMa.

Hene3zs wucnonszoBate mpenapar BMMHCYBET I'maprun ANIMALPEN s
KOITIeK, eCITH PaCTBOP UMEET SBHBIN XJIOMBEBUIHBIN 0CaOK HIIK IOMYyTHEHHE.

16. HawmbGonee dYacTo BCTPEYAIOIIMMCS HEXKENATENbHBIM SBICHUEM TIPH
[IPUMEHEHUH WHCYJIWHA SBJSIETCS TUIOINIMKEMHUS, a TakkKe JIAIIOAUCTPOdUS,
munoaTpodus.

Pe3koe cHMXeHHE ypOBHS IJIFOKO3BI B KPOBH MOXXET IPUBECTH K BBIICIICHHUIO
TOPMOHOB, CTUMYJIHUPYIOIIUX BBICBOOOXKIEHUE TIIIOKO3bI M3 INIMKOTeHa B II€UYEeHH, 9TO
nposiisiercs runepriaukemueit (3pdext CoMomKun) U TimrOKo3ypuei. B aToi cutyaruun
ClleZTyeT OOpaTUThCS K BETEPUHAPHOMY CIEIHAIIUCTY.

B xauecTBe Mep IPENOCTOPOXKHOCTH CIEAYyeT PETYISPHO MPOBEPSITh YPOBEHB
caxapa B KpOBHM Yy S>KHBOTHOIO 4Yepe3 paBHBIE IPOMEXYTKHM BpeMeHH. B ciydae
o0Hapy KeHUs BEICOKOT'O MM HU3KOT'O YPOBHS IITFOKO3BI B KPOBH y YKHBOTHOI'O CIIEAYET
IIPOKOHCYJIETUPOBATHCS C BETEPUHAPHBIM CIIEITHAIACTOM.

IIpy DOBBIIEHHOW WHIUBUAIYAJIBHOW UYBCTBUTENBHOCTH K KOMITOHEHTAM
opernapaTta M IOSBICHUM aJJIEPrHUYEeCKMX peaklWid WCIIONh30BaHWE IIperapara
IPEKPaIllal0T ¥ HA3HA4YaloT JXUBOTHOMY AHTUTHCTAMHWHHBIE TIperapaTrbl M CPEeacTBa
CUMIITOMAaTHYECKON TEPAITHH.

17.  Cumnromer mepemosupoBku  mpemaparom BUHCYBET  I'maprum
ANIMALPEN 1151 KOILIeK IPOSBISIEFOTCS IPU3HAKAME THITOTIIMKEMHUH: TOJIOJ, YCUIIEHUE
OecrokoiicTBa, HecTaOWIbHAs  JOKOMOLHMS, ClaboCTh  3aJHUX  KOHEYHOCTEH,
JI€30pUEHTAIIUS.

IIpy NOSABIEHMM IPU3HAKOB TUIOTIMKEMHUU HEOOXOIUMO HEMEIJIEHHO BBECTH
pacTBOp ITIIOKO3BI WM OOECIEeYUTh >XUBOTHOE KOPMOM VIS BOCCTAHOBJIEHUS YPOBHS
IIFOKO3BI B KPOBH. PeKoMeHTyeTcsl IpOKOHCYIBTHPOBATECS C JICYAIIAM BPAadoOM.

18. BsammogneiicTBue ¢ JApPYrMMH JI€KapCTBEHHBIMU TIperapataMud u  (WJIH)
KOpMamHu.

JlekapcTBeHHBIE Ipenaparsl, COJAEpXKallde TOPMOHBI IIUTOBUIHON KENE3bl,
MHTAOUTOPEI poTeas, HEKOTOpPBIE HEUPOIeNTUKH, MOTYT 0CIa0IsITh
TUIIONIMKEMUYECKOe IeWCTBUE MHCYJIIHA TIIapPTHH.

Bo Bpems Tepanmmu WHCYIWHOM TJApTHH He PEKOMEHIYETCS KOpPMIICHHE
BBICOKOYTJIEBOTHEIMHA KOPMaMH.

19. Ilpyn HauanpHOM monxOope MO3BI W B CIydae OTMEHBI IIperapara CIeLyeT
KOHTPOIHUPOBATh YPOBEHB TITFOKO3HI.

20. B cmimy ocobeHHOcTel [medicTBuS  (TIPOJIOHTHPOBAHHOE JIEHCTBHE)
JICKApCTBEHHOI'0 IIpeliapara Jjsi BETEPUHAPHOIO MPHUMEHEHWs, Iocle Ioadopa
IIOITIEPKMBAIOLIEH O3Bl MHCYIHHA Y )KUBOTHOT'O CIIeyeT CIDIAaHUPOBATh OTCIIEKHBAHHIE
KOHIIEHTPAIIMHU TJIIOKO3bI B KPOBU U IO HEOOXOIMMOCTH KOPPEKTUPOBATH JI03Y.

CyIIecTBEeHHBIX OTKJIOHEHUN TIPU TPOIyCKEe OJHOM WM HECKOJBKHX J103
JIEKapCTBEHHOIO IIpenapara JUIsi BeTepUHAPHOTO MPUMEHEHHUs He BBIABICHO, HO MCXOIS
U3 O0IMX pEeKOMEHJalUWid, BO BpeMs Tepaluy JEKapCTBEHHBIM IIPErapaToM s
BETEPUHAPHOI0 NPUMEHEHUS, HYy)KHO M30erath HapylIeHHs peXxuMa NMPUMEHEHHUs, Tak
KaK 3TO MOXXET IPUBECTH K CHIDKeHMIO 3 dekTuBHOCTH Jiedenus. [Ipn BOZHUKHOBEHUH
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TaKoro cIydas, ClIeayeT 00paTUThCS K JedalieMy BeTepHHApHOMY Bpauy sl KOPPEKIHH
Kypca JiedeHus. Henb3s BBOOUTH JBOMHYIO 103y I KOMIIEHCAIIUHU IIPOILYIIIEHHOM.
21. Ilpenapat He IpeAHA3HAYEH IS IPUMEHEHHUS MPOAYKTHBHBIM KHBOTHBIM.

HaumenoBanus u angpeca
IIPOU3BO/ICTBEHHBIX ILIOIIAI0K
IPOM3BOIUTEIIS JIEKAPCTBEHHOTO

mpernapara ISt BETEPUHAPHOTO
IIPUMEHECHUS.

HaI/IMeHOBaHHe, aapecC opraHusaliuu,
yHOHHOMO‘IeHHOfI ACPIKATCIIEM HUIIN
BIIa€JIbIEM PETUCTPALITHOHHOI'O
YOOCTOBEPECHHUS JICKAPCTBEHHOI'O IIpe€Irapara
Ha IIPUHATHEC HpCTeHSI/Iﬁ oT HOTpeGI/ITeJISI.

OO0 «3aBox Mencuures»
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