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HUcx. Ne 1603-01 o1 16.03.2026 r.

00O «CnextlIponykT» o03HaKoMmIOCH ¢ IIpoexToM pemenust Kommernu
Komuccnu «O Baecennn usmenenuit 8 [Iporpammy 1o pazpaGoTke (BHECEHUIO U3-
M2HEHHH, IePECMOTPY) MEXTOCy1apCTBEHHBIX CTAHIAPTOB, B Pe3yNbTaTe IpHUMe-
HEHMS KOTOPBIX Ha AD0POBOJLHON OCHOBE 00ecIeurBaeTcsi CoOMoieHre TpeboBa-
HHI TEXHUYECKOTO periameHta TamoskeHHOro coro3a «O Ge30macHoCTH Msca H
micHoi npoaykuum» (TP TC 034/2013), u MexxrocynapcTBeHHBIX CTaHIAPTOB,
COACPXKAIIMX IIPaBHJIA U METOABI UCCIIEOBAHMM (MCIIBITAHUHN ) U U3MEPEHUH, B TOM
4HCIIe MpaBuiia 0T000a 06pasloB, HeOOXOAMMbIE ISl IPUMEHEHHS U HUCIIOTHEHUS
TpeOOBaHMI TEXHHUYECKOTo periiaMeHTa TamoskeHHOTro corosza «O 6e30macHOCTH
mica u MsacHod npornykuum» (TP TC 034/2013) u ocyluecTBIeHHS OLIEHKH COOT-
BETCTBUS 00BEKTOB “€XHUUYECKOTO PEryIMpOBaHUS TPeOOBAHHUSIM STOTO TeXHUYE-
CKOTO pernamenTa» (attps://regulation.eaeunion.org/pd/3355/).

W3zyuus [IpoexT u3MeHeHu# B mporpaMmy, a Takke CpaBHUTENBHYIO pelaK-
ITHI0, TpocuM Bac nosunuro 50 u3710KUTh B CIENYIOIEN peqaKIyu:
50| 67.050 Ipomyxius mumesas | [Tyrktsr 15 | 2026 | 2027 | Pecry6iuka
67.120.01 | u mpomoBonbcTBeHHOE | U 18, mpm- |rom | ron | Kaszaxcram
CBIPEE YKUBOTHOTIO | TIoKeHne N
IIpo¥-cXoxaeHus. Me- | 3
TOJ UMMYyHOdep-
MEHTHOTO aHam3a
aHTUOAKTEPHAIIbHEIX
npenaparoB.  Paspa-
6otka I'OCT Ha oc-
Hoee MBU «Ceipse
IIPOAOBOJILCTBEHHOE.
IIpomykTsl  mUTaHUS
JKUBOTHOTO  IIPOHC-
XOXACHUS. Merton
MMMYHO(QEPMEHTHOTO
aHaju3a aHTUOaKTe-
pHAIBHBIX  Mpernapa-
TOBY
(KZ.07.00.03642-
2017 ot 27.12.2017),




MVK  4.1.3679-20,
MVK  4.1.3680-20,
MVK  4.1.3681-20,
MVK  4.1.3682-20,
MVYK  4.1.3683-20,
®P.1.31.2024.50054,
®P.1.31.2025.50186,
®P.1.31.2025.50277,
®P.1.31.2025.50809,
®P.1.31.2025.51697

JlokymeHTSI, ykasaHHble B mosuimu 50 (MBU (KZ.07.00.03642-2017 ot
27.12.2017), MVK 4.1.3679-20, MYK 4.1.3680-20, MYK 4.1.3681-20, MYK
4.1.3682-20, MYK 4.1.3683-20) ycTaHABIMBAIOT METOJ HMMMYHO(bEPMEHTHOTO
aHaimMs3a C IpPUMEHeHHEM TeCT-cucTeM cepur Ridascreen mpowumssonctsa R-
BIOPHARM, T'epmanus. Pazpaborka 'OCT Ha ocHOBe OIHCAHHUS TECT-CHCTEM
TOJIBKO OHOW JIMHUH OHOIO IMPOM3BOAUTENS B JAIbHEHIIIEM MOXKET OrPAHMYUTH
YECTHYIO KOHKYPEHIMIO IPU 3aKyNKe TeCT-CUCTEM, MPUBECTH K MOHOIOIU3ALIUN
pBIHKA U HeOOOCHOBaHHOMY POCTy IieH. B Hacrosiiee Bpemst Ha Tepputopruu Ta-
MOJKE€HHOI'0 CO03a MUPOKO UCIIONb3YETCsl METOl UMMYHOGEPMEHTHOIO aHaJIA3a C
UCIIOJIb30BAaHUEM BBIINIEYKAa3aHHBIX TECT-CUCTEM, a TAK)KeE C UCIIOIB30BAHUEM TECT-
ciucreM cepur MaxSignal®. Iepconan naboparopuit Pecy6nuku Benapycs, Poc-
cuiickoir @enepanyu u Pecy6nmku Kazaxcran uMeeT MHOTOJIETHHUM OBIT pabOTHI
¢ Habopamu peareHToB MaxSignal®; abopaTropur YKOMILIEKTOBAHEI BCEM HEOH-
XOIUMBIM 000pyJNOEaHUueM. METOIWKM W3MepEeHHH C MCIOIb30BaHUEM TeCT-
cucteM MaxSignal® BHeceHBI B HallMOHAIbHBIE WH()OPMAIMOHHBIE (DOHIBI IO
00eCIIeueH IO eIMHCTBA U3MEPEHHH, a TAK)XKe B IIEPEYHH MEXKIYyHAPOIHBIX U PErH-
OHAJBHBIX (MEXTOCYTapCTBEHHBIX) CTAHIAPTOB, B pe3yJbTaTre IPUMEHEHHs KOTO-
PBHIX Ha J0OPOBOIBLHOM OCHOBE OOecIeunBaeTCs: COOI0IeHne TpeOOBaHUN TeXHH-
YeCKHX perinamMeHToB TamoxkenHoro corosa (TP TC 021/2011, TP TC 033/2013,
TP TC 034/2013, TP EADC 040/2016, TP EADC 051/2021). MeToauku MHAPOKO
HCIIONIB3YIOTCS JTab0PaToOpuaAMH (B TOM YHCIIe IPOM3BOJICTBEHHBIMHU J1ab0paTOPHs-
MA TPEIIPUATHN IHUILIEBON IIPOMBIIIIEHHOCTH, JabopaTopusMu cucteMmsl [ICMC,
BeTepUHAPHBIMU JlaboparopusaMu, naboparopusmu OLIT'uO3 u ap.) ctpan Tamo-
ESHHOI'0 CO03a.

00O «CnexrpllponykT» sBISeTCS pPa3pabOTUUKOM U IIPaBOOOIAnaTeneM

METOIUK H3MEPEHHM C HMCIIOIb30BaHHMEM HabopoB peareHToB MaxSignal®. Ilo-
ClIe[HAE peJaKkLMh METONUK CoIepkaT aKTyalu3WpOBaHHBIE MaHHEBIE 110 TECT-
cucremMaM MaxSigna ® u npeaaraoTcs K UCIOIb30BAHUIO IIPH MTOATOTOBKE CTaH-
napra:
1. ®P.1.31.2024.50054 «IIponmyKuus >XHBOTHOTO IPOUCXOXKAEHMs. MeTomuka
U3MEPEHUM MacCOBOH IOJM JieBOMUILleTHMHA (xyopamdenukona) metonom MDA ¢
MCIONIb30BaHeM HAbOpoB peareHToB MaxSignal®» (MM 1013-XJ1-2024) ¢ uzme-
HeHueMm No 1;
2. ®©P.1.31.2025.50186 «IIpomyKIiusi >KUBOTHOI'O IPOUCXOXKIEHHsS. MeToauKa
U3MEPEHUH MAacCOBCH [JIOJIM aHTHUOWOTHUKOB TPYIIIbl TETPAIMKIHHOB METOIOM
U®A c ucnonbp3oBaEreM Habopos peareHToB MaxSignal®» (MU 1016-T-2024) ¢
n3smenenreMm Ne 1;




3. ©P.1.31.2025.50277 «ITpomyKuus »KMBOTHOTO IIPOMCXOXKAEHUI. MeToauKa u3-
MepEeHUH MacCOBOM OJM CTPENTOMHLUHOB MeTomoM M®A ¢ mcmonb3oBaHHeM
Habopos pearenToB MaxSignal®» (MU 1014-C-2024) ¢ usmMeHeHueM No 1;

4. ©P.1.31.2025.508)9 «IIpomyKiust )HUBOTHOTO MIPOUCXOKAEHUI. MeTomuKa 13-
MEepEeHHMH MacCOBOM LOJIA aHTUOUOTHUKOB TPYIIIIEI OeTa-makraMoB MeTonoM MDA ¢
MCIIONB30BaHKeM HaGopoB pearenToB MaxSignal®» (MU 1065-5-2025);

5. ®P.1.31.2025.51697 «IIpomyKIys )HUBOTHOTO TPOUCXOXKAEHUS. MeToIuKa U3-
MepEeHUN MacCoBOH HOIH MeTaboIuTOB HUTpohypaHoB MeTomoM MDA ¢ ucrnonsb-
30BaHKeM HabopoB peareHToB MaxSignal®» (MU 1015-MH-2025).

Bce meroauku arrectoBanbl B Poccuiickoit @enepaiyiu u BHeceHsl B Defie-
panbHbIM HUHPOPMANMOHHEIA (OHA 10 O0OECIEYEHHI0 €IUHCTBA H3MEpEeHHt
(https:/fgis.gost.ru). Metomuku ®P.1.31.2024.50054, ®P.1.31.2025.50186,
®P.1.31.2025.50277 mpomunyu mporeRypy NnpusHaHus B Pecry6Giuke Benapychk u
BHeCeHbI B I'ocynapcTBeHHBIM MHMOPMAIOHHBIA (GOHI 0 00ECIEUEHHUIO eIUH-
crBa  m3Mepenmi  (https://oei.by/mvi). Meromukun ~ ®P.1.31.2025.50809,
®P.1.31.2025.51697 B nporecce MpOXOXKAEHUS IPOLEAYPHI NIpH3HaHus B Pecmy6-
nake benapyce mo IIMI™ 44-2001 B cooTBETCTBUU ¢ IIpaBHIAMHE 10 MEXTOCYAAp-
crBeHHOH cTanmapTusaiyuu [IMI" 44-2001 «ITopsimox npu3HaHUS METOIUK BBIMIOI-
HeHUs u3MepeHui». Takxke Hallla KOMIIaHKS IUIAHAPYeT MPOUTH TaKyro JKe Ipolle-
nypy npusHanus B Pecriy6onuke Kazaxcran B PI'TI «Kasctanmapt» B cOOTBETCTBAM
C IpaBUJIaMHM 110 MEXIOCY JapCcTBeHHOM crannaptuzanuu [IMI™ 44-2001.
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