DenepajbHOe MeTHKO-0HOIOrHYEeCKOe ATeHTCTBO
PenepaibHOE rocyAapcTBeHHOE GI0MKETHOE YUpPeKAeHHE 3APABOOXPAHEHH A
T'onoBHO#H HEeHTP THIHEHB]I H 3NHAEMHOJ0THH

OPI'AH UHCITIEKIIA
anpec: 123182, r. Mocksa, 1-ii [lexor
tenedon/paxc: Temn. (499) 190-4861,

ATTECTAT AKKPEJIUTALIMK 3am. pRKOH
Ne RA.RU.710138 °

ot « £ OZ 20 ’/Z? T.

SKCIEPTHOE 3AKJIIOYEHHUE

o pe3yJjbTaTaM CﬂHl/ITapHO—SHHHEMHOHOFH‘ICCKOﬁ IKCIEPTH3BI NMPOAYKITHH

Ha ocHoBaHuM 3asBieHus Ne 4295/18 ot 16.07.2018 ot opranu3aunu-3asBuTens mo gorosopy ¢ ®I'bY
'Ll u 2 ®MBA Poccun: 000 «Cepsuiib», Poccus, 142281, r. Ilpoteuno, npoesn CeepHbli, 3-65

Opranuzanus-noay4areas skcnepraoro sakmodenus: 000 «I'K ACII»
Anpec: 142700, MockoBckas o6nactb, JIeHHHCKHH patioH, r. Bunnoe, Tepputopust FOxHas
IPOM30Ha, BlajeHue 7, kabuner 66.

Opranmanus-m3rorosureas: 000 «I'K ACII»
Anpec: 142700, Mockosckas o6nacts, Jlenurnckuit paiion, r. Buanoe, Tepputopus IOxHas
[IPOM30Ha, BIajeHue 7.

HanmeHoBpanue mnpoaykuuu: CTEHOBbIE M IIOTOJOYHEIE KOHCTPYKIHH, BBEINOTHEHHBIE H
TpeXCciIoiHbIX conaBuY-nanenc, T.M. «INGERMAX Pharman, o6meii Tomammnaoi 50, 60, 80 MM
C JBYXCTOpoHHe# oOauuoBkoit u3: ounmHkosaHHod (CIIC), Hepxaserolled crand (CIIH),
amtomunus (CITA), creknom (CITO), mnactukom HPL (CIIII) ¢ 3amomHuTeneM BHyTpeHHeH
MOJIOCTH NaHe el U3 aTIOMUHHEBBIX COT HIIM ATIOMHHHEBOH rodpsl :

Koa TH B2 7610 90 900 0

O6aacTh NpPHMEHEHHS: CTPOMTENLCTBO: (OGIMIIOBOYHBIN MaTepualn) NpefHA3HAUYCHHBIH I
HCHOJB30BAHMS, KAK OrpaXIAIONHe KOHCTPYKIMH W KOHCTPYKLUMH JUIS BHYTPEHHEH OTHENKH |
3JIaHUH U COOPYIKEHHIT, a TaKXKe YUCTBIX IOMEIICHUH.

IMpoayKuus H3TOTOB/JIEHA B COOTBETCTBHH C: JOKYMEHTAIUEH U3TOTOBHTES,
TV 25.99.29-003-19209458-2017



Ilepeuenb /0KYMEHTOB, MpPeJCTABJEHHBIX HAa JKCNEPTH3Y: 3asBJICHHE HA MPOBEACHHE
SKCIEPTH3bI, YCTAB, CBHAETEIBCTBO O TOCYAAPCTBEHHOW PErHCTPallHM HOPHIMYECKOTO JIHIA,
CBUIETENHCTBO O BHeceHnmH 3ammci B EIPIOJI, cBHAeTenscTBO O IOCTAHOBKE HAa YYeT B
HanoroBoM oprane, juct 3anucu E['PIOJI o BHeceHMH H3MEHEHHH B CBEACHHA O IOPUANYECKOM
JIHIe, IPHKa3 O Ha3HAYEHWH TeHepalbHOro AUPEKTOpa, IPpoToKon uensiranuit, TY 25.99.29-003-
19209458-2017

XapakTepuCcTHKA NPOIYKIHH: COTJIACHO JOKYMEHTAI[MH U3TOTOBHTEIA.
THTUEHUYECKAS XAPAKTEPUCTUKA ITPOAYKIITUH

CornacHo mpoTokony Henbitauuit Ne 19C-0961 or 12 mons 2018 1., BEIIaHHOMY
UcneiratensbiM — nenTpoM  Ceprueso-Ilocagckoro  ¢umuana ®emepanbHOro  OH0IKETHOTO
yupexneHuss «[OCylapcTBEHHBIH PETHOHANBHBIA LEHTp CTaHAAPTHU3AUUM, METPOJIOTHH U
ucnbITaEri B MockoBckoi oomactu» (artectars! akkpeautamud N RA.RU.10I1JI01 ot 20.05.2015;
I'COH.RU.IIOA.566) Tanossie 06pa3ipl («CTEHOBBIE H MOTOJIOYHbIE KOHCTPYKIIMH, BBIITOIHEHHBIC
M3 TpexcioiHbx couxsuu-nasenei, T.M. <INGERMAX Pharmay, ¢ qByXxcTOpoHHEH OONHIOBKOH
u3: oumukoBarHo# (CIIC) ¢ 3amonHMTENEM U3 AIFOMHHHEBBIX COT») yKa3aHHOH MpoxyKuuu Obud
HOJBEPTHYTHl HCIBITAHHAM Ha COOTBETCTBHE - ENMHBIM CaHUTApHO-IMHIEMUONOTHICCKHM  H
TMTHEHHYEeCKUM TpebOBaHMSIM K TOBapaM, IOMIEXKAIIMM CaHUTapHO-3MTUAEMHOIOTHIECKOMY
Ham30py (KOHTpoNIo) yTB. pemenneM Komuccuu TamoxkenHoro coroza Ne 299 ot 28.05.2010r.
(rnaga II, pasmen 11)

Beectpa, moxa3zarenu (paxkropsl),

OnpepenseMsie MoKa3aTeH JonmycTumelii PesynbsTaT HenbITAHUA H/ na metoa
YpPOBE€Hb HCNBITAHUIA
AxtusHocTh “K, BR/KP 34,73+15,83 MBHNe40090.3H700,
232
AxtuBHOCTE 22Th, BK/Kr 10,50+4,70 MBH Ned0090.4T006
AxTHBROCTS °Ra, BR/KT L 51,06+20,64
DidexTHRHAS yAeTbHAA akTHBHOCTE (A3(d) 76,54+29,06
NPHPOJHBIX PAJUOHYKIHAOB, Br/Kr

[lo pesynbraram HpOBeIEHHBIX HCIIBITAHUHA MpoAyKiKK: CTEHOBBIC M IOTOIOYHbIE KOHCTPYKIUH,
BBITOJTHEHHBIE W3 TPEXCIONHBIX caujasuy-naneneit, T.M. «INGERMAX Pharmay», oOue#
tonmuuoi 50, 60, 80 MM, c AByXcTopoHHed o6mmuoBkod u3: ouumHkoBanuo# (CIIC),
Hep:xaperomeit cramu (CITH), amomuuus (CIIA), creknom (CIIO), mnactukom HPL (CIIII) ¢
3aMOJTHATENEM BHYTPEHHEH MOIOCTH NaHesei 13 alFOMHHHEBEIX COT HIIH AFOMUHHEBOH TO(QpPBI
OTKJIOHEHHH 0T EIMHBIX CAHUTAPHO-DIHAEMHOJOTHYECKMX W TMTHEHMYECKMX TpeOOBaHMH K
TOBapaM, MOJIEKAIUM CAHHTAPHO-3THAEMHOTOTHIECKOMY HaI30py (KOHTPOJIO), YTB. PEUICHHEM
Komuccun tamosxenHoro coiosa Ne 299 ot 28.05.2010 (rnasa II, pasnen 11), ne yeranosiieno.

Ilpomoxon ucnvimanuii, yKa3aHHbIX 00pa3yo6 NpOoOYKWUU OTPKACT YCIOBHS M METO/bI
MCIIBITAHMH, MTOIydeHHbIe JaHHbIe, McnbITanus IPOBEISHE! aKKPEAUTOBAHHON H JIMLIEH3UPOBAHHOM
opraHM3aiieif, BBIIONHEHBI B COOTBETCTBHH C TpeOOBaHMAMH AEHCTBYIONIMX HOPMAaTHBHO-
METOIMYECKUX JOKYMEHTOB, Pe3yIbTaThl 3aperHCTPHPOBAHE! H 0OPMIIEHBI HAJLIEXKAIHM 00pasoM
H IIPHEMJIEMBI JIJIs TUTHEHHYECKOH OIEHKH.

YcnoBuA HCMOJL30BAHUS, XpaHCHHH, TDAHCNIOPTHPOBKH H MEPLI 0e30naCHOCTH:
B COOTBETCTBHH C lIOKYMeHTaI.II/Ieﬁ H3rOTOBHTCIIA.



SAK/IIOYEHHE

DKCIepTH3a TNpOBEJeHa B  COOTBETCTBHM ¢  AefcTByOIMMHM  EIVHBIMH — CaHMTApHO- |
SMMAEMHONOTHYECKMMH M THIHEHHYECKHMH TPeGOBAHHAMH K TOBapaM, TIOUIEKAIINM CAHHTAPHO

SIMIEMHOJIOTHIECKOMY Haa3opy (KOHTpo0), yTB. peirenueM Komuccun TamosxeHHOrO coro3a Ne |
299 or 28.05.2010, ¢ ucCHOIB30BaHHEM METOJAOB M METOJHMK, YTBEPKIEHHBIX B YCTAHOBIIEHHOM |
TIOpSIIIKE. :

[Nponykuus: CTEHOBBIE U IOTOJIOYHBIE KOHCTPYKIMH, BBINOJIHEHHEIE H3 TPEXCIOHHBIX COHIBHY
naneneif, .M. «INGERMAX Pharma», o0meit rtommmuaoit 50, 60, 80 MM, c pasned
IByXcTopoHHe# ob6munoskoir u3: onunkoBaHHOH (CIIC), nepxaseromeii cramu (CITH),
amfomuaus (CITA), crexnom (CITIO), nnactukom HPL (CIIII) ¢ 3amonHuTeneM BHYTpEHHEH |
[OJIOCTH TaHeleidl W3 aTIOMHHHEBBIX COT HJIH aJOMHHHEBOH TOQpHl COOTBETCTBYeT (He
eoorpererpyer) EIUHBIM CAaHHTAPHO-3ITUIEMHOIOTHUECKHM H THTHEHHYECKHM TpeOOBaHHAM
TOBapaM, MOICKAIMM CAHHTAPHO-3HIEMHOIOTHYeCKOMY Haa30py (KOHTPOJIO), YTB. PEIIEHHEM
Komuccnn TamokeHHOro cotoza Ne 299 ot 28.05.2010 (rnasa II, pasgen 11)

Hacrosiee DOKCIEpTHOE 3aKIIOUEHHE BBINAHO JUIS Leled NOoATBEp:KAeHHS Pe3yIbTaToB
1260pATOPHBIX HCC/IeI0BAHHI M IPOBEPKH COOTBETCTBHA 00pa3ua NpoayKIuH TPeOOBAHHAM |
EAHHBIX _CAHHTAPHO-3IHIEMHOJOTHYECKHX M THIHEHWYeCKMX _Tpe0OBAHMI K TOBAapaM,.
HO/IEKANHM _ CAHHTAPHO-)IHIEMHOJOTHYECKOMY HaJA30pYy  (KOHTPOJII0), YTBEPKIEHHDIX |
pemennem Komucenu Tamoskennoro corosa Ne 299 ot 28.05.2010.

Bpau no obwieii ruruene ‘ A.B. bopmaros



