PenepansHoe MeANKO-0HOI0THYECKOE ATEHTCTBO

denepanbHoe rocyiapcTBeHHOE 6101KeTHOE YIpesKIeHHe 31paBo0OXpaHennst

T'onoBHO# HENTP rHrHEHDI H 3MHIEMHOIOTHH
—

ATTECTAT AKKPEJIMTAIIMA
Ne RA.RU.710138 -

ot « £ ﬂ‘r 20 /8 r.

JKCIHEPTHOE 3AKJIIOYEHHE

o peiyjbTaramM CaHHTapHO-BHHﬂeMHO.}'IOI‘H‘-IECKOﬁ IKCIEPTH3BI NPOAYKITHH

Ha OcHOBaHWM 3aaBneHus Ne 4297/18 ot 16.07.2018 ot opraHuzauuu-3asBuTens 1o goropopy ¢ ®I'ey
[N u 3 ®MBA Poccuun: OO0 «Cepsunb», Poceus, 142281, r. [Iporsuno, npoesn CepepHbIi, 3-65

Oprauuzanus-noay4yarens 3xkcnepraoro 3akmodenns: 000 «'K ACII»
Anpec: 142700, MockoBckas obnacts, Jlenunckuii paiion, r. Buauoe, Tepputopus HOxnas
[IPOM30Ha, BiajeHue 7, kabuner 66.

Opranmauus-m3roropureas: 000 «I'K ACII»
Anpec: 142700, MockoBckast 06nacts, Jlenunckuit paiios, r. Bunnoe, Teppuropus IOxmHas
IpOM30Ha, BlajaeHue 7.

Haumenosanue npoaykuum: CTEHOBBIE W TIOTOJOYHBIE KOHCTPYKIHH, BBIMOJHEHHBIE U
Tpexcioinbix conasuy-naneneit, T.M. «INGERMAX Pharmay, o6me#i Tommuno# 50,60,80 mm,
IByXcTopoHHeH o6nunoskoi u3: ounnkosanHoi (CIIC), Hepxaeromwei cramu (CITH), amoMuau
(CITA), creknom (CITO), mractukom HPL (CIIII) ¢ 3anonnuTeneM BHYTPEHHEH IOJIOCTH MaHemne
U3 TIeHONoIHU30onHanypaTta (IwioTHocTeio 20-50 Kr/m>).

Kox TH B2 /1: 3916 20 000 0

O0,1acTh NPHMEHEHHS: CTPOHTEIBCTBO: (OOIMIIOBOYHBIN MaTepHan) INpeJIHa3HaYCHHBIA UL
MCIIOJIb30BAHMSA, KAaK OrpaKIalollMe KOHCTPYKIMHM H KOHCTPYKIHMH IS BHYTPEHHEH OT/IEIKH
3IaHHIH U COOPYXKEHHH, a TAKXKE YACTBIX IIOMEIEHHH.

IpoayKuusi H3roToBJIEHA B COOTBETCTBHH C: JOKYMEHTAIMEH H3rOTOBUTEIA,
TY 25.99.29-003-19209458-2017



IlepeveHb - JOKYMEHTOB, IMpPeJCTABICHHbIX HA JKCHEPTH3Y: 3asBICHHC Ha IPOBEICHHC
SKCIEPTH3Bl, YCTAB, CBHIETEICTBO O TOCYNApCTBEHHON PErHCTpalMM IOPUIMYECKOro JHNa,
cBHIeTeNbCTBO O BHeceHuH 3anucu B EI'PIOJI, cBueTens-cTBO 0 MOCTAHOBKE Ha Y4ET B
HAJIOroBoM oprase, mucT 3amucu ETPIOJ] o BHeceHNN H3MEHCHHH B CBENEHUS O IOPHAMYECKOM
JNMIe, MPHKa3 O Ha3HAYEHHH TEHEPAIbHOTO JAHPEKTOpa, MPOTOKON MembITaHui, TV 25.99.29-
003-19209458-2017

XapakTepHcTHKA NPOXYKIHH: COIIACHO JOKYMEHTAIUH H3TOTOBUTEIA.
TUI'NMEHUYECKASI XAPAKTEPUCTHUKA ITPOAYKIUH

CornmacHo npotokony ucnbiraHui Ne 2-CXT-808-18 or 13 wmrons 2018 r., BeLIaHHOMY
WCTILITATEJILHOM JIABOPATOPUEM 00O «IIOJIMMEPTECT» (Arrecrar Ne POCC
RU.0001.21XH104 (nata BHecenns B peectp Pocakkpenuramuu 09.09.2014 r.)) THnOBBIe 00pasibl
(«CTeHOBBIE H TIOTONOYHbIE KOHCTPYKIMH, BBIOJTHEHHBIE M3 TPEXCTOHHBIX COHABHY-TIAHENEH, T.M.
«INGERMAX Pharma», ‘¢ jByxcropoHHedl oGnuuoBkoii u3: omuskopannoii (CIIC) ¢
3aII0THATENEM BHYTPEHHEH M0JIOCTH MaHelel K3 NeHONONMH30IMaHypaTay) yKa3aHHOH IPOAYKIHH
GBUTH TOABEPTHYTHI MCIBITAHHAM Ha COOTBETCTBUE ENMHBIM CaHMUTAPHO-DIHIEMHOIOIMYCCKEM H
THTHEHHYECKUM TpeGoBaHMSM K TOBapaM, IIOJUIEXKAIIMM CAHHUTapHO-3MHACMHOIOTHYECKOMY
HAam30py (KOHTPOIO) yTB. pemeHreM Kommuccuu TamoxeHnoro cotoza Ne 299 ot 28.05.2010r.
(rnaga I, pa3nen 6)

BemecTBa, mokasarenu ($hakTopsl),

Ne Onpepensemsle EguHuLa | 3HAYEHHE U JOMYCK HJI sna meton =
roKasarean H3MEpeHust [I0Ka3aTensi- HCITEITAHHA o \2 Pe3ynbTaThl
«He Gomeey = HCIIBITAHHWI
1 2 3 4 5 6 7
1 | AKpHIOHHTPHI Mr/m° 0,03 rocTtT UCO 808CXT < 0,001
16017-1-2007 < 0,001
2 | Mubyrundranar Mr/M° 0,1 rOCT UCO 808CXT < 0,001
16017-1-2007 < 0,001
3 | Juoxtungranar Mr/m’° 0,02 PJ1 52.04.186-89 | 808CXT <0,02
< 0,02
4 dopMansaerua mr/m? 0,01 MP Ne 29 @I1/829 | 808CXT < 0,001
< 0,001
5 | Crupon mr/m? 0,002 MVK 4.1.598-96 808CXT < 0,002
< 0,002
6 3anax oann 2 MV 2.1.2.1829-04 | 808CXT 1
1

ITo pesynbTaTaM MpoBeIeHHBIX HCIBITAHHH MPOAyKUHH: CTEHOBBIE H II0TOJIOYHbIE KOHCTPYKIKH,
BBIIOJIHEHHBIE M3 TpPEXCIOWHBIX conasuu-manened, T.M. «INGERMAX Pharmay», oOmei
tommmHo# 50,60,80 MM, ¢  JBYXCTOpoHHeH o0muuoBkod u3: ouunkosanuod (CIIC),
nepxaseromeit cramu (CITH), amomurus (CIIA), crexnom (CIIO), mnactukom HPL (CIIII) ¢
3aI0JIHATEIEM BHYTPEHHEH IOTOCTH MaHelel W3 MeHomonMu3onManypara (miotHocTso 20-50
KI/M°) OTKIOHEHHH 0T EJHHBIX CAHHTAPHO-3IIHAEMHONOTHYECKHX ¥ THTHEHHYECKUX TpeOoBaHUH K
TOBApPaM, TIOIEKAIMM CAHUTAPHO-3IHAEMUOIOTHIECKOMY HAl30py (KOHTPOIIO), YTB. PEHICHHEM
Komuccuu TamoxeHHoro coroza Ne 299 ot 28.05.2010 (rnasa I, pazgen 6), He ycTaHOBJIEHO.

Hpomokon ucneimanuii, yKa3auusix 00pa3yoeé HNPOOYKYUU OTPAXKAET YCIOBHA M METOMBI
MCIILITAHHIL, MOMyYeHHble JaHHble. VcnbITanns IPOBeJeHB! aKKPEIMTOBAHHON M JIMIEH3HPOBAHHOK
OpraHM3anuei, BBHIIOJHEHBl B COOTBETCTBHH ¢ TpeOOBaHUSAMH [CHCTBYIOIIMX HOPMATHBHO-
METOIMNYECKHX JOKYMEHTOB, PE3Y/IbTaThl 3aPErHCTPUPOBAHE! M 0()OPMIIEHBI HaIJIEKaIUM 00pa3oM
U [IPHEMJIEMBI JIJISl TUTUEHHYECKOH OLICHKH.



Yca0BHs HCNOIL30BAHNS, XPAHEHHs, TPAHCIIOPTHPOBKH M Mepbl 0e3011aCHOCTH:
B COOTBETCTBUHU C JTOKYMEHTAIMEH U3TOTOBUTEI.

3AKJIIOMEHUE

DKCIepTH3a MpOBEIEHA B  COOTBETCTBMH ¢ JCHCTBYIOIIMMH  EJMHBIMEH  CaHMTapHO- |
SIHIEMHOJIOTMYECKUMH H THTHEHHYECKAMH TPeGOBaHMAMH K TOBAPaM, IOUISKAIIHM CAHHTapHO- |
SIHAEMHUOJIOTHYIECKOMY Han30py (KOHTpoio), yTB. pemenneM Komuccrn TamoxeHHOTO coro3a Ne
299 ot 28.05.2010, ¢ HCHONB30BAaHHEM METOJOB M METOAMK, YTBEP:KIEHHBIX B YCTAHOBIEHHOM
HOPsIIKE.

[Mpomykuus: CTEHOBBIE U IIOTOJIOYHBIE KOHCTPYKIIHH, BEITOJHEHHEIE U3 TPEXCIOHHBIX COHABHY- |
naneneit, T.M. «INGERMAX Pharma», obmeit tommunoit 50,60,80 MM, ¢ AByXCTOpOHHE
o6muuoBkoil u3: onuHkoBaHHoM (CIIC), mepkaseromei cramu (CIIH), amomunmns (CIIA)
crexknom (CITO), mmactukom HPL (CIIII) ¢ 3amonaHuTeNneM BHYTPEHHEH IOJOCTH MaHENeH u
TeHOIOIHH30HaHypaTa (mnoTHocThIo 20-50 Kr/M?) cooTBeTCTBYET (He-cooFBerernyer) EIMHBIM |
CAHUTAPHO-3IHIEMHONOTHYECKMM ¥ TMTHEHHYECKHM TpeOOBaHMAM K TOBapaM, MOUIEKAIHM
CaHWTApPHO-DMHIEMHONOTHYECKOMY — Ham3opy  (KOHTPOMIO), yTB.  pemreHueM Komuccnu:
TamoxkeHHoro coroza Ne 299 ot 28.05.2010 (rnasa II, pasznen 6) ;

HacTosmee SKCNEPTHOE 3aKMIOUEHHME BBIJAHO JUIA LeNedl MoATBepiIeHHS Pe3yJbTaToB |
J1a00pATOPHBIX MCC/IE0BAHUIT H IPOBEPKH COOTBETCTBHSA 00pa3la NPOAYKIHH TPeOOBAHHAM |
EJIMHBLIX _CAHHTADHO-)IIHIEMHOJOTHYECKHX W T'HTHeHHYeCKHX TpeOoBaHHMil K ToBapaM,
NOJIEKANHM _CAHUTAPHO-)THIEMHOJIOrHYECKOMY Ha/A30 KOHTPOJIIO TBEPXKAeHHbI
pemenuem Komuccun Tamokennoro corosa Ne 299 or 28.05.2010.

Bpau 1o o61meii ruruexe A.B. bopmamos




