OOBuIecTBO ¢ OrpPaHUYEHHO OTBETCTBEHHOCTRIO «Kpagp»
= % 197022, Cauxr-IletepGypr, np. Meaukos, 1.5, 1ut.B, nom. 7-H, x.110
o e : Ten./®akc (812) 244-37-00 E-mnai

YAOCTOBEPEHHE KAYECTBA U BE3OIACHOCTH

Ne01/20/050719

o1 29.07.2019 1.

HaumenoBanue: Buosiornuecky akTHBHAA 106aBKa K [IMILe «bakTHCTaTHH® (Kancysisl Maccoii 0,5 r) Ne 20
CauaereabeTBo 0 rocynapersenHoi perucrpauwnn: Ne RU 77.99.88.003.E.001019.03.19 ot 21.03.2019 r.
Hopmartusnbiii nokyment: TY 9197-011-56264254-14

HMsroroutens: 000 «Kpadr», 197022, r. Caukr-

kopriyc 102A), Poccutickas ®enepauys. Tenedon: +7 (812) 244-37-00

Homep cepun: 050719

Jdara uzroroenenus: 07.2019
Cpok roasoctu: 4 rona

O6bém napruu 127 625 ynakosok

[TetepGypr, np. Menukos, 1.5, autep B, mom. 7-H, x.110 (anpec
npousBoacTBa: 188679, Jlenunrpanckas o6n., BceBonoskckuii paiioH, moc. uM. Mopo30Ba, NPOM3BOICTBEHHBIN

YC/I0BHS XPAREHHS: XPAHUTh B CYXOM, HEJOCTYIIHOM JUIA JeTeit MECTe, NMpH TEMNEpaType He Bbilue +25 °C
[lo pesy/ibTatam HCMBITAHMI POLYKT COOTBETCTBYET TPEGOBAHMAM HOPMAaTHBHBIX H TEXHHYECKHX JIOKYMEHTOB:

Tokasarenn PesyabTar uccienosanms | Hopmarus
OprasoaenTHyeckue NoKa3aTe

BHeursuit sua Cnormiciiny: Kancyisi TBEpasle kenatuHoBbIC
4 C TNIOPOIIKOM

Igert:

- COAEPKHMOro Kancy. Cooteercrayer CBeTn0-KOpHYHEBBIH

- Kancyn Cooteercrayer Cune-Gensiii

Bkyc Cootsercrayer Creunduyeckuii

3anax CoorperctByer Creunduaeckuii

DUHIHKO-XUMHYECKHE NOKA3aTeH

Maccosas aonis Biaru, % Mmenee 8.0 He Oonee 8.0
PacnasaemocTs kancyisl, MuH Menee 20 He Gonee 20
Cpeansas Macca CONEPKUMOTO Kancy/isl, I 0,500 + 0,05 0.500 + 0,05
MaccoBas 10715 aMHHHOTO azota, % Oonee 0,5 He Menee 0.5
Conepxanue suramuna E, mr/r Gonee 2,0 He meHee 2,0

Mukpobuoaoruueckne nokasarenu

KMA®AM, KOE/r

MeHee 5,5 x 10?

He Gosee 1,0x10%

BI'KIIR 0,11 He 00HAPYKCHBI HE JIOIYCKarTCs
S.aureus B 1,01 HE OOHApYKEeHB HE JONYCKAKTCS
[TaTorenssie MHKPOOPraHH3MBbI, He oGHapyKCHSI He NONYCRAOTCS
B T.4. canbMmoHemnsl B 10,0 r ]
B.cereus, KOE/r menee 10 He Gosee 200
Jpoxcxn, KOE/r MeHnee 10 He Donee 100
[Taecenu, KOE/r menee 10 He Gosee 100

Kussie knerku npoayuenta B.subtilis wr.3, 8 0,1 r He 00HapyKeHBI HE JOMYCKAKTCS
XHMHYECKHE NOKa3aTeqH

Kanmuii, mr/kr menee 0,12 He Gonee 1,0

PTyTh, MI/KT menee 0,017 He Gonee 1,0

MBbILIBSK, MI/KT meree 0,21 He Bonee 3,0

CBHHel, Mr/kr MeHee 5,8 He Gonee 6,0

IMecTuunan

AJLIpHH, MI/Kr He 0DHapyxeHo (<0,002) He Jomyckaerces (<0,002)
["enraxsop, Mr/kr He oOHapykeHo (<0,002) He ponyckaercs (<0,002)

"X (cymma H30MepOB), MI/kr menee 0,005 He Goaee 0,05

JIT 1 ero MeTabomnuTs!, Mr/kr Mmenee 0,005 He Gonee 0,05

PaaHoHyKaAHABI
Uesui-137. Br/kr Menee 40 He Gomee 40
Crpouumii — 90, Bx/kr MeHee 235 He Dosee 25

Pykosoautems OKK OO0 «Kpadpr»

E.H. Beaoycosa




Ha - 01

A A1, Yo pf-1-19-#
No mecty Tpe6oBanus

AO «Hwxdapm», aensasace NOCTaBUWHUKOM BMONOTMYECKU aKTUBHBIX A0BaBoK K nuwe (BAL),
HAaCTOAMM NMCbMOM NOATBEPKARET, 4TO MapKWPOBKa NepeyncieHHbIxX Hume bALl, a umeHHo:

1. «Bakmucmamun» (kancyns: maccol 0,5 2)», «XE/TAHOPM» («HELINORM>») (xkancyasi no 202
m2)» npouszeodcmea 000 «Kpaghm», Poccus;

2. «bebudmexcy bbicmpopacmeopumsie mabnemxu 4,4 2», «Cynepdmcexc» mabnemxu 4,0 2»,
«Tpudmcexc» mabnemwu 4,0 2», «lumpodmcekc Bumamuw C 900» mabnemku 3,8 2»,
«lOHUdMceKcy boicmpopacmeopumsie mabaemku 4,4 2» npouseodcmea 3A0 HI «Masnxkymb»,
benapyce,;

3. «Bumasenoea» («Vitazenova») (mudkocme 6o nakomax o 15 mn ¢ konnadykom-
doszamopom)», «/lakzeHosa» {«Lakzenova») (pnakons! ¢ Konnaykom-dozamopom no 15 mn)n,
«MupazeHoesa» («Mirazenova») (¢pnakore ¢ Konna4ykom-003amopom no 15 Mn)», «Im3eHoea»
(«Emzenova») (wudkocms so $naxkoHax ¢ Konna4kom-8ozamopom no 15 Mn)» npouzeodcmea
«Farmaceutici Procemsa S. p.a.», Umanus;

4. «HMozynakm (kancyner maccoli 400 me)» v «Hozynakm ®opme (kancynwi maccol 350 me)»
npoussodcmea «Pharmascience Inc. »/000 «Koponee®apms, Kanada/Poccusn;

5. «Ankasa» (Nopowok cawe-nakemuxax no 15 2)» npoussodcmea "Jacobi Pharma-Service GmbH
& Co.KG", lrepmarus dnn "Biotake GmbH", lepmarus;

6. «Maznempanc 2paHynsm e nakemurax no 2 2» npoussodcmea «LUTAAA Apyrelimummens
Al», lepmarus;

yAoenetsopset Tpebosakuam CeugeTenscrs o rOCYAApCTBEHHOM perucTpaumn u TexHUYecKux
YCNOBWMI Ha yKasaHHble BAL, AeiicTBOBaBWIME Ha MOMEHT NpoussoacTea BAJ. CeeaeHus o
COOTBETCTBMM YyNakoBKKM TpeBosaHuam TP TC 005/2011 «O 6esonacHocTy YNaKOBKKMY» yKasaHbl B
nacnoprax usrotosuteneit AL,

CysaxeHuem, ,
4 /
e 4 /’
no Kaue AO «Humdpapm» Y B A A.A. Muxaiinos
Avpextop no kauecrey dap 5 ,/ 4///(/ aunosa
(/7 2
Ucn.  E.M. UsaHoea
Ten.: +7(495) 797-31-10, dob. 12385
Mob.: +7(916) 125-40-81
E-mail: Elena.m.lvanova@stada. ru
AQ "Humdapm" Ten, +7 (B31) 278 80 88 Mocxosckmii 0duc Ten. +7 (495) 797 31 10
Canranckas, 7. FCMN-459 dake +7 (831)430 72 13 AOQ "Humdapm" takc +7 (495) 797 31 11
HuxHuit Hosropea, Poccun, 603950 med@stada.ru Bonbwas Opainka, 44, c1p.4 med@stada,ru
www.stada.ru Mockea, Poccun, 119017 www.stada.ru




FTAMOAKEHHBIW COKO3
PECHYbBJIHREHW BEJAPYCh,. PECHYBJIHKH KASAXCTAH
U POCCHUCKON OEJTEPALLUH
DeaepansHan cnyxba no Haasopy B chepe 3awnThl npas notpeGuteneih v Gnarononyyus Yenoseka
3amecTuTens MNaBHOro rocyAapCTBEHHOrO CaHUTapHOro Bpada Poccuiickom depepaunm
Poccuiickan depepaums

CBUIAETEABCTBO

O TOCYVIAPCTBCHHOH PCrHCTPpAllUK

RU.77.99.88.003 E.001019.03.19 21.03.2019r.
BUONCrueckn akTuBHas A06aBka K nuwe "BakTUCTaTuH®" (kancynel maccoit 0.5 r ). WarotosneHa 8
COOTBETCTBUM C QoKyMeHTamu: TY §197-011-56264254-14 M3roToBuTeNb (npouseogutens). OCO
"Kpadpt", 197022, r. Cankr-letepbypr, np. Meaukos, a_ 5. nutep B, nom. 7-H, k. 110 (agpec
npowseoacTsa: 188679, NlenuHrpanckan obn , BceBonoxckuii paioH, Noc. um. Mopososa,
npou3BOACTBEHHBIA KOpyc 102A), Poccuiickas ®epepaumns. Monyyatens: AO "Huxdapm”, 603950, .
HwxkHui Hosropoa, yn. Canranckasn, 4 7. Poccuiickan ®epepaumns

LOO0TBCTL

TexHmqecxﬁﬁﬁérnamemam TamosxerHoro cowsa TP TC 021/2011, TP TC 022/2011

{ - 14> . o
*HHVYE BHCCCHA B PeeCTp CBHALTEHLE

Hd LA HPOR3BOACTBA, pedaH3alHE U

rocyiaapcract
HCTTONL30BAHHS "

ANs peanu3auun Hacenexuio B kavecTse OWONOrMYECKN akTUBHON 40BaBKM K NuwWe - (Ranee cornacHo
NPUNOKEHWUIO)

L BH FBO - BRIAHO HAa OCHOBaHHH i%;;*;w‘?%‘hi;’ 't PACCMOTDEHHBIC
) Bl HCC. IHHH, HAHMECHOBaHHE OPraHu3aiiMy (HCNBITATEeILHON AG00pATOPHIL,
HEHTPA ), NPOBOAHBINCH HCCACAOBAHMA, IPYTHE PACCMOTPEHHBIC AOKYMEHThHI):
B3ameH CBWAETENbCTBA O rocyfapcTeeHHon perucTpaum Ne RU.77.99 88 003.E.010166.11.14 ot

05.11.2014 ., akcnepTHble 3aknwoueHmua MY HUW nutaHus PAMH Ne 72/3-2286/6-04 ot 29.07.2004 r., Ne
72/3-48/6-11 01 27.01.2011 r., ®IBY "HWW nuTanus" PAMH ot 17.07.2014 r. Ne 72/3-765/6-14 [
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TAMOKEHHBIH CO103
PECIHHYBIHKH BEJTAPYCh. PECTIYBJIHEKH KA3 AXCTAH
HPOCCHUHCKOH ®OEJIEPAIIMU
®eaepansHas cnyxba no Han30py B cpepe 3awnTel npae noTpeduTenen u Bnarononyyns yenosexa
3amecTuTenNb MaBHOro rocy4apcTBeHHoro CanuTapHoro spa4a Poccuickon ®epepaunm
Poccuickas ®egepayus

NPHIOKEHUE
K CBHAETEABCTBY O FTOCYAAPCTBEHHO# PEFHCTPAIIIN

No RU.77.99 88.003.£.001019.03.19 O1 21.03.2019r.

J

O6nacTb npumeHeHus (npoaomkenue, Hayano Ha Gnaxke cBuOeTenbCcTBa):

NCTOYHUKA DUONOTMHECKK aKTUBHBLIX METaBoNUTOoB NpPoBUOTUYECKIX MUKDOOPraHuamoe,
ACNOMHUTENLHOTO MCTONHIMKA BUTamMuKa E. cogepxalen yeonut. Mecra peanusaunn onpesensiTes
HAUMOHANLHBIM 3aKOHOAATENLCTBOM rOCYAaPCTB-4YNeHOs EBpasuiickoro akoHomuyeckoro corwsa.
PekoMeHaaynm no NPUMEHEHNID: B3POCHbIM No 1-2 Kancyne! 2-3 pasa 8 fieHb BO BPEMS efbl, AETAM C 6
neT no 1 kancyne 2 pasa B geHb BO Bpems enbi. MpoaomKuTensHOCTL npuema - 2-3 Hegenn. Cpok
OAHOCTY - 4 rofa. XpaHuTb B CyXOM, HEAOCTYMHOM ANS AeTed MecTe, Npy TEMNEPaTYPE HE Bhile
+25°C. MNpoTueonokasaHus: VHAMBUAYANbHAA HENEPEHOCMMOCTL KOMNOHEHTOS, BepeMeHHOCTS,
kopmnenue rpyasio. MNepea npumeHeHnem Heobxogumo MPOKOHCYNETMPOBATLCA C Bpayom. MNepen

NPUMEHEHWEM AETbMIW HEOOXOAUMO NPOKOHCYNBTUPOBATLCS C Bpadom-neaguaTtpom. [etam Ao 14 ner
APUHAMATE N0 COrnacosaHunio U Noa HabnwaeHuem Bpada-neaunarpa.

e .

Hoamuek, QHO, 10aKHOCTL YIOTHOMOYSHHOIO

THIIA, BbLAABIICIO IOKYMCHT, H TIevath oprada

AVHDPCHIICHHA ), BB :‘i?";i‘,i-..‘iH‘xa‘l\"\.‘\&“i"'




