IlepeyeHb rNIIOKOMETPOB AJI51 KOHKPETHOW CTPaHbI

Ha3Banue crpanbli: Azep6aiimkan (Azerbaijan)
Baknas undpomanus:

JlaHHBII TIepedeHb He SBILIeTCS HCUePIIBIBAIONINM, OH akTyasieH Ha 20 Hrwonsn 2023 200a. OTcyTCTBHE ONPEEIEHHOTO ITIIOKOMETpa
WM TECT-TIOJIOCOK B AaHHOM repeyne HE cBupeTenscTByeT 0 ero/mx COBMECTHMOCTH MM HECOBMECTUMOCTH C PAcCTBOPOM IJIS
nepuroneansHoro auanmsa (I11) DKCTPAHUII (MxomekcTpuH). AHAJIOTHYHBIM 00pa3oM, OTCYTCTBHE JIPYroro o0opyIOBaHHUS
JUISL MI3MEPEHHUST YPOBHS TJIFOKO3BI B IIEpeYHe HIDKE (TAaKOTO KaK CHCTEMBI HENPEephIBHOTO MOHHTOPHHIA YPOBHS TJIIOKO3BI) HE
CBUJICTEIILCTBYET 00 MX COBMECTUMOCTH MM HecoBMecTUMOCTH ¢ pactBopoM DKCTPAHMUIL Jlisi mosiydeHusi aKkTyaJIbHOM
HHQOPMALMHU Beeraa cieayeT o0pamarbesi K NPOM3BOAUTENI0 yeTpoiicTBa. Eciu mpousBoanTens HE MOXKET MPEI0CTaBUTh
“HPOPMAIIHIO, KaCAIOLTYIOCS COBMECTUMOCTH YCTPOMCTBA C UKOJAEKCTPUHOM M MalbT0301, kommnanus «bakcrep» HE pekomenayet
MIPUMEHATH €ro y MalueHTOB, KoTopele nonyyaroT npenapar DKCTPAHIMIL. Komnanus «bakctep» ocraBiseT 3a co0oi mpaBo
H3MEHSTH STOT CIHCOK 0e3 NMpeABapUTENFHOTO YBEJOMIICHHUS M HE YTBEPI)KIAeT, YTO OH BKIJIIOYAET B ceOsl BCe HMOTEHIHAILHO
HECOBMECTHMBIC TIPOTYKTHL.

[NepeuncieHHBIE TPOM3BOANTEINH TTTFOKOMETPOB yIOCTOBEPIIIN KOMITaHHIO «BakcTepy, 4To OHU MPOTECTHPOBAIIH (B COOTBETCTBUH
¢ I1SO 15197) cBoM IIIIOKOMETpPBI C UCIIOJIB30BAHMEM MAJIbTO3Bl U MKOJEKCTPHHA B PEKOMEHIYyEeMBIX KommaHuei «bakcrep»
npeznenax 3HadeHui: 278 mr/mi (Manpto3a) u 1094 Mr/mn (ukomexctpus). [Ipon3BoauTeNN MOATBEPAMIN, YTO 3TH YCIOBHS HE
MIPUBOAIIN K HCKAXXEHHIO TIOKAa3aHUI yPOBHS TITIOKO3bI B KPOBH IIPH OIIEHKE C IOMOIIBIO HX TIIIOKOMETPOB, KOTOPBIE 0003HAYEHBI
3eJIeHbIM IBeTOM Hinke. OOpaTHTe BHUMaHUE, YTO MPUBEACHHBIN HIKE CIIMCOK COBMECTUMOCTH YCTPOICTB aKTyaJleH TOJIBKO IPU
HCTIONB30BAHHUH TIIIOKOMETPOB TOPTOBBIX MapOK € TECT-TIOJIOCKaMH COOTBETCTBYIOIINX TOProBBIX MapoK. Eciu rirtokomMeTp oaHO#M
TOPTOBOW MapKH HCIIOJIB3YETCS C TECT-MOJIOCKAMHU IPYTOTr0 NPOU3BOAUTEINS, HEOOXOIUMO 0OPATHUTHCS K MPON3BOAUTEIIIO TeCT-
M0JIOCOK /UISl OJIYYeHHS AKTyaIbHOW HH(opManuu.

DTOT CIUCOK COCTaBIEH Ha OCHOBE pPE3yJbTaTOB IIOHUCKA JaHHBIX B IIHTepHeTe, nuTeparType, BHYTPEHHUX HCCIEIOBaHUAX
KoMIaHuu Baxter, ”H(poOpMaIy OT TOCYAapCTBEHHBIX YUPEKACHNH, nH(opMamy OponIrop K TeCT-MOI0CKaM, IpeIynpeskaeHni
10 TEXHUKE OE30MaCHOCTH U NMPSIMON HH(POPMALUK OT IPOU3BOAUTENEH mpoaykiuu. HecMoTps Ha TO, 9TO OBIIM HPEIIPHHSTEI
ycunust IS IPEeAOCTaBICHHS TOYHOH U aKTyalbHON HH(GOpMaNUH, KOMIIAHKS Baxter He MPOU3BOIMUT ITH TITIOKOMETPHI MIIH TECT-
MOJIOCKU ¥, TAKHM 00pa3oM, HE TapaHTHPYeT MEePBOHAYAIBHYIO MM IOCTOSHHYIO TOYHOCTH 3TOoH mMH(popmanuu. [Toxamyiicra,
CBSDKUTECH C IIPOM3BOAUTENEM (SIMH) INTFOKOMETpa U TECT-MONOCKH AT TOJIydIeHHs MoCieaHel nHPOpMAII O COBMECTUMOCTH
epe/l CTOIb30BaHHEM B COUCTAHUH C PACTBOPOM TSl epuToHea pHoro quanmsa (IT1) DxctpaHui (MKOAECKCTPHH).

1. PactBop mma I1J] DKCTPAHUJI (MKOIEKCTPHH) COAEPKHUT HKOJACKCTPHH. ManbTo3a, MeTabOINT MKOAEKCTPHUHA, MOXET
HCKaXaTb PE3yJIbTaThl U3MEPEHMs, NPOBEAECHHOTO C IIOMOIIBIO OMNpPEAETICHHBIX IJTIOKOMETPOB MM TECT-NOJOCOK. B
pe3yJibTaTe TaKOro UCKa)KCHUs MOKaszaTeld YPOBHS IVIIOKO3bI IIPU UCIIOJIB30BAHUM ITUX TIIFOKOMETPOB WM TECT-NOJIOCOK
MOTYT OKa3aThCsI OIINOOYHO 3aBBINICHHBIMHU.

2. B pesynbpTaTe TaKOr0 MCKOKEHHS BO3MOXKEH IPOIYCK HCTHHHOI T'MIOTIMKEMUH WM HOCTAHOBKA OLMIMOOYHOTO JHArHo3a
runeprinkeMud. TakuM 00pa3oM, MOJyYeHHbIE C MOMOIIBIO TAaKUX TIIIFOKOMETPOB MIIM TECT-MOJIOCOK IOKA3aHUS YPOBHS
TJIFOKO3BI B KPOBH, HAXOMSIIHECS B TIPEAENax MM BbILIC JHana3oHa HOPMAIbHBIX 3HAUCHHH y MalieHTa, KOTOPbIH MoIyJaeT
pactBop mnsa [1J] SKCTPAHWII (ukomeKCTpHH), MOTYT CKPBITh HCTHHHO HHU3KHH YPOBEHH TIIFOKO3BI B KPOBU. DTO MOKET
MIPUBECTH K TOMY, YTO MALMEHT WK MEJUIMHCKHN pabOTHUK HE MPEANPUMYT Ha/UISKALIMX Mep ISl HOPMaJI3allii YPOBHS
TJIIOKO3BI B KpoBH. V1 Ha000pOT, OMMOG0YHO 3aBBIIEHHOE [TOKA3aHNE YPOBHSI TIIIOKO3BI B KDOBU MOXKET IIPHUBECTH K TOMY, YTO
MalUeHT HOJNy4YUT OONbIle WHCYJIMHA, 4eM HeoOxoxumo. OOe 3TH CHTyalud MOTYT NPHUBECTH K Pa3BUTHIO SIBJICHHH,
YTPOXKAIOIINX JKH3HH, BKIIIOYAs TOTEPIO CO3HAHUS, KOMY, HEBPOJIOTMYECKHE HAapYIIEHHs! MU CMEPTb.

3. COprIIHI/IKI/I OTHCIICHUA OUAIn3a WA IMAUCHT JOJDKHBI CBA3ATHCA C IPOU3BOAUTEIIEM TJIIFOKOMETpa W/Win TECT-II0JIOCOK,
YTOOBI YTOYHUTH, HE HCKAXKaAIOT JIM UKOACKCTPUH WJIA MaJIbTO3a PE3YJIbTAThl UX TIIIOKOMETPA WA TECT-

mojiocok. Taxke HCO6X0,I[I/IMO O3HAaKOMHUTBCA C HH(i)OpMaHHeP‘I 00 HU3ACIINH, an/maraeMoﬁ K TJIIOKOMETPY U TECT-IIOJIOCKaM.

4, CJ'[CIIyIOHIPIﬁ CITMCOK HOCHUT HCKIHOYHUTCIBHO CHpaBO‘{HHﬁ XapakxkTep. I[aHHBIfI NEPEUCHL HE SABIIACTCS peKOMeHI{aHI/Ieﬁ K
MCIIOJIB30BAHUIO NMPEACTABJICHHBIX B HEM INTFOKOMETPOB MJIM TECT-IIO0JIOCOK.

5. VYcraHoBneHHas COBMECTUMOCTh YCTPOMCTB MpelcTaBieHa B Tabnuie Hike. [lannenTaM, KOTOPBIM BBOJAUTCS PACTBOP IS
I SKCTPAHUII (uxonexctpuH), cnexyer ucnons3zoBath TOJIBKO riroko3ocnermpuueckue TINIOKOMETPBI M TECT-
nosiockd. YToObl yOEAUTHCS B TOM, YTO TECT-TMOJOCKH M TJIOKOMETP SBISIOTCS TIIOKO30CIEHU(PUISCKUMH,HE00X0 MO
CBSI3aThCA C MPOU3BOIUTENEM. JJaHHBIN MTEpPEeYeHb CONEP)KUT KOHTAKTHBIE JaHHBIE HanboJee paclpoCTpaHEHHbIX, KPYITHBIX
MIPOU3BOIUTEINEH TIIFOKOMETPOB.



TJIIOKOMETPHI, CHEIIU®UYECKMUE JIJIsSI JAHHOMN CTPAHBI
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CoBMeCTHMOCTH €
pactBopom aust 111

IKCTPAHUJI Bun
Mapka rilokomerpa IIpousBoaurenn

(MKOIEKCTPUH) HCIBITAHUA®

(riroko3ocnenupuyeckuii
TJIIOKOMETP)

FreeStyle Freedom Ha GDH-FAD Abbott Diabetes Care
FreeStyle Freedom Lite Na GDH-FAD www.abbottdiabetescare.com
FreeStyle Lite Aa CDH-FAD | e neqon: +994 12 497 44 01
FreeStyle Libre! GO
FreeStyle Libre Pro! GO ®axc: +994 12 497 44 02
FreeStyle Libre 2! GO
FreeStyle Libre 3! GO Anpec: 1065 Baky, yinua
FreeStyle Optium Neo Na GDH-NAD EBYM:-lgzrl-lqg\:j\l fr“ﬁHec'HeHTp
FreeStyle Optium Neo H Ja GDH-NAD
FreeStyle Papillon Vision Ja GDH-FAD
FreeStyle Precision Neo Ha GDH-NAD
FreeStyle Precision Pro Ha GDH-NAD
Optium Xido Neo Ja GDH-NAD
Precision Xceed Pro Ja GDH-NAD
Assure Platinum Ja GO Arkray, Inc.
GLUCOCARD 01 Na GO www.arkray.co.jp
GLUCOCARD 01-mini Ha GO
GLUCOCARD 01-mini plus Ta GO Teaepon: +31-20-545-24-50
GLUCOCARD MX Jla GDH-FAD OdumHATEHOTO
GLUCOCARD S Ja GDH-FAD NIpeJCTaBUTEIbCTBA B
GLUCOCARD SM Ha GDH-FAD crpanax CHI wer,
GLUCOCARD Vital Na GO MpOBEPAHTE HHpOPMAIIHIO Y
GLUCOCARD X-meter a GDH-FAD | PoAaBloB:
GLUCOCARD X-mini Jla GDH-FAD
GLUCOCARD X-mini plus Ja GDH-FAD
GLUCOCARD X Ja GO
GLUCOCARD X-mini Ja GO
ReliOn Confirm Ja GO
ReliOn micro Ja GO
ReliOn Prime Ha GO
GLUCOCARD S onyx Ja GDH-FAD
PocketChem BG Ja GDH-FAD
GLUCOCARD W Ja GO
GLUCOCARD PlusCare Aa GDH-FAD
GLUCOCARD Prime Jla GDH-FAD
GlucoCard G+ Ja GO
GlucoCard G+ Link Ha GO
GlucoCard Y+ Ja GO
GlucoCard ) + Link Ha GO



http://www.abbottdiabetescare.com/
http://www.arkray.co.jp/

CoBMeCTHMOCTD €
pactBopom st 111
9KCTPAHNJI

Bun

Mapka riokomerpa D — N — IIpoussoaurenn
(riroxo3ocnenupuyeckuii
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Breeze 2 Ha GO Ascensia Diabetes Care
Contour Na GDH-FAD (panee Bayer Healthcare)
Contour Link Jla GDH-FAD WWW.asCensia.com
Contour Next Aa CDH-FAD | Tenedon: +7 (7172) 44-93-62
Contour Next EZ Ja GDH-FAD
Contour Next Link Ja GDH-FAD OdunnanbHOro
Contour Next Link 2.4 Ja GDH-FAD IPECTaBUTCIbCTBA B
Contour Next USB Nla GDH-FAD ctpanax CHI mer,
Contour Next One Ja GDH-FAD Eggzzgﬁzf nrpopvanio y
Contour Plus Ha GDH-FAD
Contour Plus Link 2.4 Ja GDH-FAD
Contour Plus One Ja GDH-FAD
Contour TS Ja GDH-FAD
Contour USB Ha GDH-FAD
Contour XT Ha GDH-FAD
Contour Next (Connected) Ha GDH-FAD
Contour Care Ja GDH-FAD
Contour Plus Blue Ja GDH-FAD
Contour Plus Elite Ja GDH-FAD
Contour Next GEN Ja GDH-FAD
OneTouch Select Ja GO Lifescan, Inc.
OneTouch SelectPlus Na GO www.lifescan.com
OneTouch SelectPlus Flex Ja GO
OneTouch SelectPlus Simple Ha GO Teaecpon: 8-800-200-83-53
OneTouch Select Simple Ja GO Anpec:
OneTouch Ultra 2 Ha GO Mocksa, Kpbuiarckas ynuia,
OneTouch UltraEasy Na GO mom 17 xopryc 4, sTaxk 2, oM
OneTouch UltraMini Jla GO I, xom 2
OneTouch UltraPlus Flex Ha GDH-FAD
OneTouch UltraPlus Reflect Ja GDH-FAD
OneTouch UltraVue Ja GO
OneTouch Verio Ha GDH-FAD
OneTouch VerioFlex Ja GDH-FAD
OneTouch VeriolQ Ja GDH-FAD
OneTouch VerioPro+ Ja GDH-FAD
OneTouch VerioVue Ha GDH-FAD
OneTouch Verio Reflect Ha GDH-FAD



http://www.ascensia.com/
http://www.lifescan.com/
tel:8-800-200-83-53
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Nova Max Plus Ja GO Nova Biomedical
Nova Max Link Ha GO www.novabiomedical.com
StatStrip Hospital Glucose Meter Ha GO
StatStrip Hospital Glucose and Ketone Nla GO Tenedon: 1-781-894-0800
Monitoring System
StatStrip Xpress Glucose Meter Ha GO g}i;ﬁf;:;::;f cTBA B
StatStrip Xpress Glucose and Ketone Ja GO crpanax CHI Her, nposepsiite
Monitoring System HH(POPMAIHIO Y TTPO/IABIIOB.
StatStrip Xpress2 Glucose and Ketone Ha GO
Monitoring System
Nova Pro Glucose/Ketone Meter Ja GDH-FAD
Accu-Chek Active Ja Mut Q-GDH Roche Diagnostics
Accu-Chek Aviva Na Mut Q-GDH | www.accu-chek.com
Accu-Chek Aviva Combo Ja Mut Q-GDH Teedon: Kpyriocyroumas
Accu-Chek Aviva Connect Ha Mut Q-GDH ropsuas mumms 8-800-200-88-
Accu-Chek Aviva Expert Jda Mut Q-GDH 99. 3BOHOK 6eCIUIATHEIA.
Accu-Chek Aviva Insight Ja Mut Q-GDH
Accu-Chek Aviva Plus? Nla Mut Q-GDH Anpec: 115114, Poceus, T.
Accu-Chek Aviva Solo Ja Mut Q-GDH Mockea, yi1. JlernukoBekas, 1.
Accu-Chek Guide Na GDH-FAD 2, crp. 2, busnec-Llentp
Accu-Chek Guide Me Nla GDH-FAD «Busanbau [Inaza»
Accu-Chek Inform 11 Ja Mut Q-GDH
Accu-Chek Instant Ja GDH-FAD
Accu-Chek Instant S Ja GDH-FAD
Accu-Chek Nano? Ja Mut Q-GDH
Accu-Chek Nano SmartView? Ja Mut Q-GDH
Accu-Chek Mobile Ja Mut Q-GDH
Accu-Chek Performa Ha Mut Q-GDH
Accu-Chek Performa Combo Ha Mut Q-GDH
Accu-Chek Performa Connect Ja Mut Q-GDH
Accu-Chek Performa Insight Ja Mut Q-GDH
Accu-Chek Performa Solo Ha Mut Q-GDH
Accu-Chek Guide Solo Ha GDH-FAD
TRUE METRIX Ja GDH-FAD Trividia Health
TRUE METRIX GO Na GDH-FAD www.trividiahealth.com
e A oD | Tencpon: 1-800-803-6025
TRUEresult Twist 23 GDH-FAD OdurmatsHoro
TRUEyou?® GDH-FAD MIPEJCTaBUTEIbCTBA B
TRUEtrack3 GO crpanax CHI Her, mpoBepsiiTe
TRUEresult Her GDH-PQQ HH(OPMALIHIO Y NPO/IABLIOB.
Rightest Blood Glucose Monitoring Ha GDH-FAD Bionime Corporation
System GM700 www.bionime.com
Rightest Blood Glucose Monitoring Na GDH-FAD

System GM700 Pro

Teaedon: +41 71 722 9840

®Daxc:+41 71 722 9843



http://www.novabiomedical.com/
http://www.accu-chek.com/
http://www.trividiahealth.com/
http://www.bionime.com/
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Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM700S Odunuansroro
Rightest Blood Glucose Monitoring Na GDH-FAD TIpEACTABUTCIIECTEA B .
e, o
Rightest Blood Glucose Monitoring Ha GDH-FAD Y '
System GM700 Pro 2
Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM720
Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM722
Rightest Blood Glucose Monitoring Ja GDH-FAD
System Max
Rightest Blood Glucose Monitoring Ha GDH-FAD
System Max Plus
Rightest Blood Glucose Monitoring Ja GO
System Wiz
Rightest Blood Glucose Monitoring Ha GO
System Wiz Plus
Rightest Blood Glucose Monitoring Ja GO
System GM550
Rightest Blood Glucose Monitoring Ha GO
System GM280
Rightest Blood Glucose Monitoring Ja GO
System GM280B
Rightest Blood Glucose Monitoring Jda GO
System GT333
Rightest GT333 Blood Glucose Ja GO
Monitoring System
Rightest Blood Glucose Monitoring Jda GO
System GM300
Rightest Blood Glucose Monitoring Ja GO
System GM250
Rightest Blood Glucose Monitoring Ja GO
System GM260
GE100 Blood Glucose Monitoring Ha GO
System
Diathrive+ Blood Glucose Monitoring Ja GO
System
Diathrive+ Bluetooth Blood Glucose Ja GO
Monitoring System
iGlucose Blood Glucose Monitoring Ha GO
System
GE333 Blood Glucose Monitoring Ja GO
System
Quintet AC Blood Glucose Monitoring Ja GO

System
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9KCTPAHUJI Bun
Mapka riokomerpa IIpoussoaurenn

(MKOJEKCTPUH) HCHIBITAHUS®

(riroxo3ocnenupuyeckuii
[JIIOKOMETP)

Mylife Pura Blood Glucose Monitoring Ja GO
System
Mylife Unio Blood Glucose Monitoring Ja GDH-FAD
System
Mylife Unio Neva Blood Glucose Ja GDH-FAD
Monitoring System
Mylife Unio Cara Blood Glucose Ja GDH-FAD
Monitoring System
LineaD SIRIO Blood Glucose Jla GO
Monitoring System
LineaD EVO Blood Glucose Monitoring Ja GO
System
LineaD ORO HR Blood Glucose Ja GDH-FAD
Monitoring System
LineaD ORO Blood Glucose Monitoring Ja GDH-FAD
System
LineaD ORO24 Blood Glucose Ja GDH-FAD
Monitoring System

1 31u rimoxoMeTphl Komnanuu «660T» (a Taxke Dexcom G4 Platinum, G5 Mobile, G6 u Medtronic iPro2) sensrorcs BeaymuMu cucTeMaMu
HENPEPHIBHOTO MOHUTOPHHTA YpoBHs Ttoko3sl (CGM) u UX TPOU3BOJUTEISIMU JUIs MCTIOJB30BAHKS Y MAIIHEHTOB,
HaXOMANIMXCA HA Juanu3e. HecMOTpsl Ha HCHOB30BAaHUE TIIOKO300KCHIA3HOTO METONA, B HACTOSIIEE BPEMSA HET TOUYHBIX HAYIHBIX
JIOKa3aTeNbCTB MX COBMECTHMOCTH C MpenapatoM DKCTpaHwwi. JUid monyveHus JOMONHATENLHON HHPOPMAIIMK TPOKOHCYIBTHPYHTECD C

IPOU3BOAUTEIIEM.

2 Cucrembl usMepenus yposus rimoko3sl ACCU-CHEK Nano (me ACCU-CHEK Aviva umt ACCU-CHEK Performa) u ACCU-CHEK Aviva
Plus nocrymust UCKITFOUUTEJIBHO B Coenunennsix IlTatax u ucmons3yrores ¢ Tect-monockamu Mmapok ACCU-CHECK SmartView u
ACCU-CHEK Aviva Plus, coorsBercTBeHHO. J[aHHBIE CHCTEMBI HCIONB3YIOTCs ¢ monmockamu Mut Q-GDH (coBmectumbivu). s
HOJIYYCHUS AOTIONHUTENbHON HHOOPMAIIMY IPOKOHCYIETUPYATECH C IPOU3BOUTEIIEM.

8 Monutopst TRUEresult (GDH-FAD), TRUEresult Twist 2, TRUEyou, Truetrack He 65UT1 MpOTECTUPOBAHbI C YY4ETOM PEKOMEHTYEMBIX
BakcTepoM TpenenoB [yisi HKOJAEKCTPHHA W MallbTO3bl. TakuM 00pa3oM, 5TH MOHHTOPBI HAIUCHTaM,
HaXOJSIIIAMCSI Ha THAITH3E.

Bun ncneitanus (Test Type)*

GO = glucose oxidase

GDH-PQQ = glucose dehydrogenase with pyrroloquinolinequinone (note: GDO, glucose-dye-oxidoreductase, is an incompatible
PQQ-based method)

GDH-NAD = glucose dehydrogenase with nicotinamide-adenine dinucleotide
GDH-FAD = glucose dehydrogenase with flavin-adenine dinucleotide
Mut Q-GDH = glucose dehydrogenase with pyrroloquinolinequinone modified to eliminate maltose interference

[oxayiicra, 03HAKOMBTECH C TIOJIHOHM Bepcrel HMHCTPYKINH 0 MEAUIIMHCKOMY PHMEHEHHIO pacTBopa st [1]]
OKCTPAHWJI (MkonexcTpuH).
«bakcrep» u OKCTPAHWII siBnstroTcst TOproBeIMU MapkaMu koMmannu «bakcrep Mureprermenn MHk».
Jlpyrue ToproBble 3HAKH HIIN MPOTYKTHI, BCTPEYAIOIINECS B HACTOSIIIIEM JOKYMEHTE, SIBIISTIOTCSI COOCTBEHHOCTBIO

COOTBETCTBYIOIIUX BJIAJAC/IBIIEB.



