- TAMOEHHBIH COIO3 :
PECIYBIHKH BEJIAPYCB, PECH YB/THKH KA3AXCTAH
H POCCHHCKOH ®EJEPAIIHH
KomuteT oxpaHbl 06LecTeeHHOro 3aopoeba MuHuCTEpCTBa 3apasooxpaHeHna Pecnybnukv KasaxcTaH |

3amecTutens Mpegceaarens KomuteTa oxpaHbl o6wecTBeHHOro 3a0poBbs MuHUCTEPCTEA
3apasooxpaHenua Pecnybnukn Kasaxcrad

(ynoanomouemsii opran CTOPOHK, PYKOSOLNTENE YIIOMHOMOYERHOIO OPraHs, HAHMEHOBAIHD AIMHAKCTPATHBHO-TEPPHTOPHATLHEOTO 00PA3ORAHHA)

CBHIETEJIECTBO

0 20Cy0apcmeenHoil pecucmpayuu

N¥z.16.01.78.003.E.000979.11.18  ©729.11.2018 r.

Hpoayxums:
Buonoruyecku aktueHas gobaska k nuwe: "Barunak®”, kancynel, Ne15, Ne30. UsrotoeneHa B
COOTBETCTBMM C JokyMeHTamu: European Pharmacopoeia .Cneuyundonkauns. Usrotoentens
(nponasoguTens): "Xp. XanceH A/C", Boite Anne 10-12, 2870 Xépcxonbm, [aHus. YnakosLyuk:
AAPAH-TAJIEHCKW JTABOPATOPUW a.0., Ceunto 20, 51000 Pueka, XopeaTua. lMony4arens:
Mpeacrasutenscteo AAPAH-TANIEHCKU JIABOPATOPUW a.0., r. Anmartsl, yn. Mapkosa, oM
61/1, ctpoenne Ne2, odpuc Ne122 Pecnybnuka KasaxcraH.

(HAMMEHODAITHE NPOAYKIUNS, HOPMATIBIBIE H (W) TCXHHHECKHE AOKYMEHTSL, B COOTBETCTBHY C KOTOPhIMit HITOTOB/IEHA IPOAYKLIHA, HIHMEHOBAHHE
¥ MCCTO HAXOXIICHHA HIOTOBMTCAA (IPOHIBOHTEIA), IONYHUTEAR)

COOTBETCTBYET
TP TC 021/2011, yre.Pew. KTC or 09.12.2011r. N2880; TP TC 022/2011, yrs.Pew. KTC ot
09.12.2011r. N2 881__
MPOLLLIa FOCY/IaPCTBEHHYO0 PErHCTpalnio, BHECEHA B Peectp CBHIETENLCTR O FOCYAAPCTBEHHOH
PErHCTpaLH ¥ Pa3peIlesa Iy NPOH3BOACTBA, PealH3aliy ¥ HCNOTIB30BAHHA
Ans peanu3auun HaceneHuo Yepes anTeyHylo CeTb U CneunannanpoBaHHbie MarasunHbl, oT4enbl
TOProBoi CeTH B ka4ecTBe GMoNorieckn akTBHoOM Ao6aBku K nuwle (fanee cornacHo

NPUNOXeHU
5 3 Hacmnme)e CBHJIETEJILCTBO BbIJIAHO Ha OCHOBAHHH (nepequcnnrs paccMOTPEHHBIE IIPOTOKOJIRL

HccleI0BaNKH, HAMMEHOBAHN)E OPraHu3alMA (MCIIEITAaTeNLHOMH 1abopaTopHH, 1IeHTpa), IpOBO-
JuBIIIEll HCCHeJOBAHMS, APYTHE PACCMOTPEHHBIE JOKYMEHTE):

OKCcnepTHoe 3aKniYeHne JKCNepTHOro coBeTa no peructpauun BAL K nuue, AETCKOro NUTaHNS U,
nuwesbix nobasok Ne 01/3C-682-18 or 03 cenTaGps 2018 roga. U1 TOO "HyTtpurtect” MpoTtokon
ucnbiraHuin Ne 427P ot 09.07.2018 r., TOO "EpkiH Tanram" Ne 664K, Ne 665K ot 16.07.2018 r.

anee COrnacHo NPUIOXEHW & ;
(ACpDK JeHCTBHSA cgnnmenbcm% 0 TOCY/IAPCTBEHHON PerHCTPALMH YCTAHABIHBACTCA HA BECh MEPHOA

WIrOTOBJIEHHS TPOIYKIMH HIIH IOCTABOK ITOAKOHTPOMBHEIX TOBAPOB HA TEPPUTOPHIO TAMOKEHHOIO
coo3a _ et

Toanucs, PHO, nomxu NOSHOMOYEHHOTO J1HlA,
BBIZABIIErO JOKYMEHT, ¥ IFYAYE opraia (yupekiaeHus),
BbIJABIIEr0 AOKYMEHT




TA MOJ{EHHIJIH CO03
PECITYBJIHKH EEJAPYCH, PECIIYE/JIHKH KA3AXCTAH.
H POCCHHCKOH ®EQEPAITHA

KomuTeT oxpaHbl 06LLEeCTBEHHOro 340poBbA MUHUCTEPCTBA 3ApaBoOXpaHerus PecrnyBnuky KasaxeraH |

3amecrutens MNpeaceaarens Komureta oxpaHel 06LECTBEHHOMO 340p0BbA MUHMCTEpcTBa
3apasooxpaHeHuns Pecnybnvkn KasaxcraH

e 5 IPATHBHO-TEPPHTOPRATLHOTO 06paloBan)

ITPHJT O}I(EHHE K CBHJIETE/IBCTBY

oeocydaécmeeunou pezucmpauuu

or « 29 » _ HosGps 2018 r. Ne . KZ.16.01.78.003.E.000979.11.18

(uHopmMara, He BOMIEAMAN B TCRCT CEHACTEARCTIA O POCYSPETBEHIO peTRcTpaii)

lpoToKonbl UCCNneAOBaHUMN, Haumeupaauué OpraHu3auuu, NPOBOAUBLIEH HCCeA0BaHUA,
Apyrue pacCMOTPeHHbIe AOKYMGHTI:I_:(ﬂpOAOJ‘I)I(GHHé, Hayano Ha 6naHke cBugeTenLCTBA):
BblgaH B3amen KZ.16.01.78.003.E.000871.11.18 ot 05.11.2018 r., Homep Gnaxka 0044878

Ob6nacTe npumeHeHun (NpoaomKeHe, Hayano Ha 6naHke cBugeTeNnbLCTBa):

¢ Cocrae:kaxgas kancyna Barunak® cogepxut npobuoTuyeckue LWTaMmbl NMOMUINIMPOBAHHBIX
nakrobakrepuit Lactobacillus rhamnosus GR-1® (Lactobacillus rhamnosus, caxaposa,
ManbTOAEKCTPUH, HaTpus ackopbart)u Lactobacillus reuteri RC-14® (Lactobacnlus reuteri caxaposa.
ManbTOAEKCTPUH, HaTpus ackopbar) B CyMmapHOM konnyecTse He meHee 1079 KOE Gakrepwi.
BcnomoratencHble BellecTsa: ManbTOASKCTPUH, Uennionosa MUKpOKpUCTannuyeckan, MarHus creapa
. CocTas Kancynbl: runpoMensosa, Tutada guokcug. O6nacTs rMpuMeHeHNA: peKOMEHAYETCS B KavecTse & -
i Guonornyeckn akTMBHON poBasku K nuLLe - NCTOYHUKa npobuoTtiyeckux Nakrobakrepui Lactobacillus..
i rhamnosus GR-1® u Lactobacillus reuteri RC-14® Ans BOCCTaHOBNEHWUS U NOAAEPKAHUS HOPMANEHOK
. MUKpodnopbl BRaranvwia Y XeHLWMH 1 gesovek ctapwe 10 net. PekoMeHaaunn no NpUMeHeHno: Ans
BOCCT2HOBNEHWSA MUKPOCONQPLI BNaranuLlia pekoMeHAYeTCA NpMHUMaTe BHYTPb No 1 kancyne 2pasas
AeHb B Te4eHWe 7 AHel, 3aTem NPUHUMATD No 1 Karcyne B AeHb B TeveHue 3-5 Hegenb. AnA
NOAAEPKaHUA HOPManNbHOW BarMHanbHO MUKPOONOPLE PEKOMEHAYETCA MPUHAMaTL 1 Kancyny B AeHb 8
TeveHne 2 - 4 Hepenb. Kancynel cnegyeT NpMHMMaTL BO BPEMs Npuema nuliu, 3anveas sogoi. Mpu -
nepopaneHoi aHTubakrepuansHoi Tepanun Barunak® HeoOxoaMMo NpUHUMaTL He MeHee YeM Yepes 3
Jyaca 4o UK Nocne NPUHATUA aHTUOWOTUKOB. YNyuLUeHUs KayecTea MUKponopel cnefyer oxuaate &
yXe Yepes ABe Heaenn, Ho He nosaHee, Yem Yepes 4 - 6 Hegens. Mepea npumeHeHneM
PEKOMEHAYETCA NPOKOHCYNBTUPOBATHEA C Bpavom. [poTUBONOKA3aHMA: MHAMBUAYaNLHaA
HeNnepeHOCUMOCTL KOMNOHEHTOB NPoAyKTa. YCINOBUS XpaHeHUA:XxpaHuTe npu Temneparype ot 2°C ,qo
8°C. lMocne nepBsoro BCKPLITHA YNaKOBKM XpaHUTb Npy Temneparype He Bbilwe 25 °C B TeveHne 15
AHe. XpaHuTb B HEAOCTYNHOM AnA aeTei mecte. Cpok roaHocTu:3 roaa. He fABNAETCA nexapc‘raom.

Homnucs, ®.H.0., aonxHOCT:
BRIIABLIEN0 JOKYMEHT, H Nneua’
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Product name:
HassaHue npenaparta:

Vagilac®, capsules, N215
Barunax®, Karncynbl, N215

(Lactobacillus rhamnosus GR-
1%, Lactobacillus reuteri RC-
1 4”)

CYMMAPHOE KOJNTUYECTBO
NAKTOBAKTEPUMA
(Lactobacillus rhamnosus GR-
1%, tactobacillus reuteri RC-
14%)

He menee 1x10° KOE/kanc

Series: 07719
Cepua: 07719
Date of manufacture: 08.2018.
[laTta npoussoacTea: 08.2018.
Best before: 08.2021,
FoaeH po: 08.2021.
CERTIFICATE N2 P-0193/18
CEPTUOUKAT N2 P-0193/18
PARAMETERS REQUIREMENT RESULTS
NAPAMETPbI TPEBOBAHHWA PE3YNbLTAThI
CHARACTERS White to light beige fine powder filled in hard capsules complies
with a white cap and body.
ONUCAHUE Nopowok ot 6encro ac ceeTno-6exesBoro UseTa B COOTBETCTBYeT
TBEPAOW Kancyne ¢ Kpbileykon u kopnycoM 6encro
uBera,
AVERAGE MASS OF THE 230.0mg = 10 % 231.4 mg
CAPSULE (207.0 - 253.0 mg)
CPEAHAR MACCA KANCYNbI 230.0Mr = 10 % 231.4 mr
(207.0 = 253.0 mr)
AVERAGE MASS OF THE 180.0 mg = 10 % 183.7 mg
CONTENT OF THE CAPSULE (162.0 - 198.0 mg)
CPEAHASA MACCA 180.0 Mr = 10 % 183.7 mMr
COAEPXHMMOIro KANCYNbl (162.0 - 198.0 Mr)
DISINTEGRATION Not more than 30 minutes 11 minutes
PACNALAEMOCTb He 6onee 30 MuH 11 MuH
TOTAL CELL COUNT OF LACTIC | Not less than 1x10° CFU/capsule 2x10' CFU/capsule
ACID BACTERIA

2x10'° KOE/kanc

MICROBIOLOGICAL PURITY - Total aerobic micrabial count (TAMC): nct more than complies

2 x 10° CFU/g

- Total combined yeast and moulds count (TYMC): not complies
more than 2 x 10° CFU/g

- Escherichia coli: absentin5g complies

- Pathogenic microorganisms, including complies
Salmonella: absentin10g iy,

- Coliform bacteria: absent in1,0 g X complies

- St. aureus: absentin 1,09 complies

- Molds: not more than 5Q.CFU/g- / complies

- Yeasts: not more than 50 CFU/g complies
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MUKPOBUONOIMMYEC-KAH - Obuiee KONMHECTBO a3pobHbIX MUKPOOPraHn3-MoB COOTBETCTBYET
YUCTOTA (TAMC): He Bonee 2 x 10% KOE/r

- obliee KONUYECTBO APOXKEBLIX U NIECHEBbIX COOTBETCTBYET

rpuboe (cyMmapHo) (TYMC): He Gonee 2 x 10% KOE/r

- Escherichla coli: otcytcreyers S, COOTEETCTBYET

- NarorexHbie MWUKDOOPIraHW3Mbl, B T.4. CaNnbMOHENNbI: COOTBETCTBYET

oTcyTcreywor B 10 r

- BaKTepuu rpynnel KUWeUHbIX Nancuyek (KonudopMel): COOTBETCTBYET

orcytcTBywoT B 1,0 1

- St. aureus: orcyTcreyer 8 1,0 1 cooTBETCTBYET

- MNnecern: He Gonee 50 KOE/r COOTBETCTBYET

- ApoXoku: He Gonee 50 KOE/r cooTBeTCTBYET
TOXIC ELEMENTS - Lead: not more than 0,1 mg/kg complies

- Arsenic: not more than 0,05 mg/kg complies

- Cadmium: not more than 0,03 mg/kg complies

- Mercury: not more than 0,005 mg/kg complies
TOKCHYHbLIE SNEMEHTEI - CBuHeu;: He Bonee 0,1 Mr/kr cooTBETCTBYET

- MbiwbsaK: He 6onee 0,05 mr/xr COOTBETCTBYET

- Kaamuid: He 6onee 0,03 mr/mr cooTBETCTBYET

- PryTtk: He Gonee 0,005 mr/kr COOTBETCTBYET
PESTICIDES - Hexachlorocyclohexane (alpha, beta, gamma complies

Isomers): not more than 0,05 mg/kg

- DDT and its metabolites: not more than 0,05 mg/kg complies

- Heptachlor: absent complies

- Aldrin: absent complies
necruynasl - MXUr (anega, 6era, ramma-wu3omepsl): He Gonee 0,05 | cooreBeTcTByer

Mr/Kr

- 04T v ero metaonuTel: He Gonee 0,05 mr/kr cooTBETCTBYET

- Mlentaxnop: oTCyTCTBYET COOTBETCTBYET

- ANPUH: OTCYTCTBYET cooTBETCTBYET

STORAGE CONDITIONS

YCNOBWA XPAHEHUA

Store at a temperature of 2 © C to 8 © C. After the first opening of the package, store
at a temperature not exceeding 25 ° C for 15 days.
XpaHuTe Npu TeMneparype ot 2°C ao 8°C. Nocne nepBoro BCKPbITUA YNAKOBKK
XPaHUTb NpU TEMNEepaType He Boilue 25 °C B TeveHue 15 AHeR.

SHELF LIFE 3 years
CPOK MOAHOCTH 3 ropa
N 1]
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