MenepaiibHOE MeAHKO-0HOIOTHYECKOE AN€HTCTBO
(Denepa.ubnoe rocyjapcreeHHoOe GIOJI}ICBTHOB YUpeKaceHHe 31paBooXpaHeHHA
T'on0oBHOI LEHTP rHrHeHbI H JNHIEMHOJIOTHH

OPI'AH MHCIIEKIIUH
anpec: 123182, r. Mocksa, 1-i ITexoTHeii
tenedon/dpaxc: Ten. (499) 190-4861, Pax

ATTECTAT AKKPEJIUTALIUU
Ne RA.RU.710138

o> POF 20 1A ¢t

9KCIHEPTHOE 3AK/IIOYEHHUE

o pesyjabTaram CaHHTapHO-BHHI{BMHOJ’IOFH‘{CCK()I"‘I JKCIIEPTH3bI MMPOAYKIIHH

Ha OCHOBaHHMM 3aaBreHusa Ne 4296/18 ot 16.07.2018 ot opranusauuu-3asButens no gorosopy ¢ GPI'eY
Ul u D ®MBA Poccun: OO0 «Ceprunby», Poceus, 142281, r. IIporsuno, npoesn CesepHblii, 3-63

Opranusanus-noayqareis sxcrneprnoro sakmodenus: OO0 «I'K ACII»
Anpec: 142700, MockoBckas ob1actb, JleHHHCKuH paiion, r. Bugnoe, Teppurtopus FOxHas
IPOM30Ha, BiajeHue 7, kabuner 66.

Opranumsauus-mroroputens: OO0 «I'K ACII»
Anpec: 142700, MockoBckas o01acts, JlennHckHi paiion, r. Buanoe, Teppuropus HOxHast
MPOM30Ha, BlajieHue 7.

HaumenoBanue upoaykuun: CTEHOBEIE H IOTOJNOYHBIE KOHCTPYKIHH, BBINOJIHEHHBIE W
Tpexciaoiubx conapuy-niadene, T.M. «INGERMAX Pharmay, oOmed TOJIHHOMK 50, 60, 80 MM,
AByXcTOpoHHeH 06mmoBKoii u3: onuHkoanHo# (CIIC), nepxaseromeit cramu (CIIH), amoMuHns
(CITA), crexnom (CITO), maactukom HPL (CIIIT) ¢ 3amonHuTENeM BHYTPEHHEH IOJIOCTH TaHelNe
13 MUHEPaIBHON BaThl (IVI0THOCTBIO 90-150 Kr/m?)

Kox TH BO: 6806 10 000 8

O61acTh NPUMEHEHHs: CTPOUTENBLCTBO: (OOMMIIOBOYHBIA MaTepHan) INpelHa3HAYECHHBIH UL
HCIIOIB30BAHMS, KAk OrpakKIaiollie KOHCTPYKIHMH M KOHCTPYKIHMH [ BHYTPEHHEH OTACNKH ;
3/1aHUH H COOPY)KEHHH, a TAK)KE YMCTBIX MOMELICHHH.

Ipoaykuusi H3roTOBJIE€HA B COOTBETCTBHH C: JOKYMEHTALHEH H3TOTOBHTEILS,
TY 25.99.29-003-19209458-2017




IlepeyeHn ' JOKYMEHTOB, MNpeACTABJACHHBIX HA OJKCHEPTH3Y: 3asBICHHE HA IPOBEICHHE
SKCIIEPTHU3EI, YCTaB, CBHUAETEIBCTBO O TOCYJApCTBEHHOH pErHCTpalliH OPHAMYECKOIo JIMIa,
cBuzerenbeTBo o BHeceHwH 3anucu B EI'PIOJI, cBHAETENBCTBO O IOCTAHOBKE Ha YY€T B
HasorosoM oprase, juct 3anucu EI'PIOJI o BHeceHHH M3MEHEHHH B CBE/ICHUS 0 IOPUINYECKOM
NHIe, TPUKA3 O HA3HAYEHHH TEHEPaNbHOTO AMPEKTOPA, MPOTOKOJ HCHBITAHHH, TY 25.99.29-
003-19209458-2017

XapakTepuCcTHKA NPOXYKIHH: COTNACHO JOKYMEHTAI[MH H3TOTOBHTEIA.
TUT'UEHUYECKAS XAPAKTEPUCTHUKA ITPOAYKIIUH

CornacHo mpoTokony ucnbiranuit Ne 2-CXT-807-18 or 13 mrons 2018 r., BeiiaHHOMY
UCTIBITATEJIBHOM JIABOPATOPUEU OO0 «IIOJIMMEPTECT» (Atrectar Ne POCC
RU.0001.21XH104 (nata BHecenus B peectp Pocakkpeauramun 09.09.2014 r.)) THIOBBIE 00pa3Ibl
(«CTEHOBBIE M TIOTOJIOYHbIE KOHCTPYKIHMH, BEIIONHEHHEIE M3 TPEXCIOHHBIX COHBHY-NAHENEH, T.M.
«(INGERMAX Pharma», ¢ mgByxcropoHHedl o6mmumoBkoii u3: oumukoBanHoi (CIIC), ¢
3aIOJHUTENEM BHYTpPEHHEH I10J0CTH [aHenell M3 MHHEpaJbHOH BaThl») yKa3aHHOW MPOMYKIHH
ObIIM MOJBEPIHYTHl HCIBITAHHSIM HAa COOTBETCTBHME EJMHBIM CaHHTApHO-INMHAEMUONIOTHYECKUM H
THIMEHUYECKUM TpeOOBaHUSIM K TOBapaM, IOMIESKAIHM CAHHTAPHO-OMHICMUOTIOTHIECKOMY
Ham3opy (KOHTpOJIO) YTB. pemenueM Komuccuu Ttamoxennoro coroza Ne 299 or 28.05.2010r.
(rmasa I, pazmens1 6, 11)

Bemectsa, mokasareins ((hakTopsl),

Ne OnpenensemMsbie EnuHuna | 3Ha4eHHE H JOITYCK HJI na meTon
IoKa3aTesiu HU3IMEPCHUA noxKasaress- HCTIBITAHHA PESyHBTaTBI
«He boneen UCMTBITAHUHA
2 3 4 5 7
Anrunpua pochopHsIit mr/m* 0,05 MVK 1631-77 807CXT <0,01
<0,01
JvokcHI cepsl Mr/m3 0,05 MVK 4588-88 807CXT <0,01
< 0,01

3amax Gan 2 MV 2.1.2.1829-04 | 807CXT
(=
HHaeKe TOKCHYHOCTH % 70-120 MP Ne29 ®11/4746 | 807CXT

DddexTHBHAA YaenbHAA 370 MBH Ne40090.3H700, | 807CXT
AKTHBHOCTbD (Axpgp) MBH Ne40090.41°006
HNPHPOIHBIX
PagHOHYKITHIOB
(226Ra, 232Th, 40K)

ITo pe3y/ibTaTaM IPOBEACHHBIX UCIBITAHHH NpoayKiuK: CTEHOBbIE U IIOTONOYHBIC KOHCTPYKIIMH,
BBITOTHEHHBIE M3 TpexcioiHex conasuu-naneneit, T.M. «INGERMAX Pharma», olumei
tommuuoit 50, 60, 80 MM, ¢ ABYXCTOpOHHe# oO0muioBkod u3: onunkosanno# (CIIC),
nepxasetomei cramu (CIIH), amomunus (CITA), creknom (CIIO), mnactuxkom HPL (CIIII) ¢
3aIlONTHATENIEM BHYTPEHHEH MOJIOCTH MaHelnedl M3 MHHepalbHOH Bathl (mmotHocTho 90-150
KI/M>) OTKJIOHEHHH 0T EQHHBIX CaHHTAPHO-3IHUAEMHOIOTHYECKUX U THIHEHHUEeCKUX TpeOoBaHHH K
TOBapaM, IOMIEKAIMM CAaHHTAPHO-3MUIEMHONIOTHYECKOMY HaA30py (KOHTPOJIK), YTB. PELICHHEM
Komuccuu TamoxkeHHOro coro3a Ne 299 or 28.05.2010 (rnasa I, pazzens: 6, 11), He yeranosaeHo.

IIpomokon ucneimanuii, yKa3aHHbIX 00pa3y06é NPOOYKWUU OTpaKaeT YCIOBHS M METOMbI
UCIIBITAHUI, [I0TydeHHBIE NaHHble. McnbITanus NpoBeeHb] aKKpPeIUTOBAaHHON U JIMIIEH3UPOBAHHOM
opraHusaieii, BBIIONHEHBHI B COOTBETCTBHM C TpeOOBaHHAMH JEHCTBYIOIMX HOPMAaTHBHO-
METOIMYECKHUX JOKYMEHTOB, Pe3y/IbTaThl 3aperuCTPUPOBAHEI H 0QOPMIIEHB] HAAIEKAUM 00pasoM
¥ MPHEMJIEMBI /1 TATUEHHIECKOH OLIEHKH.




Ycnorus ucnoJab30BaHuA, XPaHCHHH, TPAHCHOPTHPOBKH H MEPLI 0€30MACHOCTH:
B COOTBETCTBHH C ﬂOKYMeHTaHHGﬁ HU3roTOBHTEIIA.

JAKJIIOYEHHE

DKclepTu3a [poBeAeHAa B  COOTBETCTBHH ¢ JelicTBylomuME  EmuHEIME — caHHTapHO-
SMUIEMHOJIOTHYECKHIMH U THTHEHHYECKHMH TpeOOBaHMSAMHU K TOBapaMm, IOJUISKAIUM CaHHTapHO-
3MHUIEMHOIOTHYECKOMY HAA30py (KOHTPOIIO), YTB. pemenneM Komuccuu TamoxxenHoro corosa No
299 or 28.05.2010, ¢ HCMONB30BAaHHEM METOJOB U METOIUK, YTBEPXKACHHBIX B YCTAHOBICHHOM
nopsake.

IMpoayknus: CTeHOBBIE W MTOTONOYHBIE KOHCTPYKIIHH, BBIIIOJHEHHEIE H3 TPEXCIIOWHBIX COHIBHY-
naneneit, .M. «INGERMAX Pharmay», obmeit Tommuuoi 50, 60, 80 MM, ¢ JBYXCTOpPOHHEH
obnunoskoit u3: ounuHkoBanHoH (CIIC), uepxaseromedi cramu (CIIH), amomunus (CIIA),
creknoMm (CITIO), nnactukom HPL (CIIII) ¢ 3anonHuTENeM BHYTPEHHEH IIOJIOCTH IAHEIECH H3 |
MHHepaIbHOM BaTHl (I10THOCTEIO 90-150 Kr/M’) cooTBeTCTBYeT (He-eoorBerersyes) EnuHbM |
CaHHUTAPHO-IIH/IEMHOJIOTHYECKAM M THTHEeHHYECKHM TpeOOBaHMSAM K TOBapaM, IO/NEKALIHM
CaHUTApHO-3IHIEMHOJIOTHYECKOMY  Ham3opy  (KOHTpomwo), yTB. pemeHHeM  Komwuccuu |
TamokeHHoro coroza Ne 299 or 28.05.2010 (rnasa II, pasnensr 6, 11) :

Hacrosiiee skcliepTHOE 3aKIIOUYEHME BBIAAHO JUIA LiedeH NOATBEPMKIECHHHA pPe3yJILTATOB
Ja00paTOPHBLIX MCC/IEA0BAHMIT H POBEPKH COOTBETCTBHS 00pa3iia NPOAVKIHNHA TPeOOBAHHAM |
EQMHBIX _CAHHTADHO-3NMHIEMHUOJOTHYECKHX H THIHMEHHYECKMX TpeOoBAHMIl K ToBapam,
NOIEKAIIHM _ CAHHTAPHO-IHJIEMHOJI0IHYeCKOMY HAA30pY  (KOHTPOJI0), YTBEPH/ICHHBIX |
pemennem Komucenn Tamoskennoro corw3sa Ne 299 or 28.05.2010.

Bpau o ob1meii ruruene A.B. bopmaios



