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BEPJINH-ODAPMA
MEHAPUHHN

MNACMNOPT Ne 923 — 2022

HaumerosaHwne 23erpon®, Tabnetku, 10 Mr (6nucrtep) 14x2 {navka xapToHHanA)
Konuwuecteo  notped.

Homep cepun 1520731 YRAKOBOK B CEpvM 23 805

HAarta u3rotoBneHua 10.02.2022 foneH go 10.02.2025

[MpoKr3BoACTRO FOTOBOIA NeKapcTBeHHOHE dhopMb

MCI WUuTephawHn MibX (Myaspto-Puko Bpany)
JINC, Nyspro-Puke

Mepauunan ynaxoska

OpraHoH ®apma (KOKef1) NlumuTes,, CoeanHeHHoe
KOpONeBscTBO

BropuyHan / noTpebuTansckan ynakoska

3A0 «Bepnun-bapmar», Poccua

MpousBoAuTens (BuiNyCKaWWA KOHTPONMb KaYecTaa)

3A0 «bepnuH-dbapmar, Poccus

AHanu3 BLINONHEH No

HA 1N NO15754/01-301117; W3m.

Ne 1 N NO15754/01-180820;

Ham. Ne 2 [1 NO16754/01-150321; WMam. Ne 3 11 NO15754/01-071021.

Mpn T a H

YCRoBus xpaHeHus po eMneparType He Bbille Oara nposefeHus 08.11.2022 — 30.11.2022
30 °C. aHanuaa

Nokazatenu HopMmbi PeaynbTaThbt

Cnucasue TabneTku kancynoBUAHON hOPMBI, OT .
Genoro Ao nowmh Geroro usera, | | 2T CNCSNER OB SO0 o Serero
rpaeupoBkoik «414» Ha Og4HOW CTO- rm;n
POHE W IMAAKNE HA APYroi. Apyron.

MoanuHHOCTE Bpems yaepxuBaHuA OCHOBHOMO NUKa

Ha XpOMATOrPaMMe UCTLITYeMOoro
pacTeopa AONKHO COCTBETCTBOBATL
BpPEMEHU YASUBAHNA NUKa 33eTH-
Muba Ha XpOMaTOrpaMme CTaHgapT-
Horo pacteopa {RRT 1,00+0,02).

Bpemn yAe[mrMBAHMA OCHOBHOIC NMUKA Ha XPOMATOrPAMME UCRbl-
TYEMOro PacTBOPa COOTBETCTBYET BPEMEHM YASDHMBAHNA NnKa
azeTnmuba Ha XpoMaTorpamme cTaHgapTHoro pacteopa (RRT
1,00)

OAHOPOAHOCTE MaCChI

18/20 TabneTtok: He Gonee £ 7,5 %
2/20 TabneTok: He Bonee + 15 %

Or-12%g0+21%

Boaa Ot 3,0% a0 7,5%. 44%

PacTeopehune He meHee 80 % (Q) 3zeTrmmuba ot
3aABNEHHOro CoAepMaHua yepes 30 28 %
MWH.

PopcTeeHHble ApuMecn SCH 59566 — ne Gonee 0,2 %, <001 %
SCH 57871 — He Gonee 0,2 %; <001 %
EavnuuHaa HewaeHTUbMLMPOBaHHARA <001%
npumecs — He Gonee 0,2 %; !
CyMMa HeWaeHTUMUMPOBaHHBIX TIPK- <0.01%
mecen ~ He Gonee 0,3 %; !
Cymma npumeceil — He Honee 0,5 %. <0,01 %

MukpoGuonorudeckan

HUACTOTA!

- 0Obuwee yncno aapobHeIX
Bakrepnit

- Obuee yucno rpnbor

—  Escherichia coli

Kateropus 3A:

tie Bonee 10° KOE & 1 1 {mn);

e Bonee 10° KOE & 1 r {mn);
orcyTctene B 1 r (Mn).

<100 KOE B 1 1 (Mn)

<50 KOE e 1 r (mn)
Otcyrereue B 11 (MN)

Ona 10 TabneTok NokasaTens Npuem-
nemoctv (AV) aonxeHx GeiTk He Sonee
15,0.

9.5 (pna 10 egunnL)

Og,sr;o%ng:ic:;rh na 30 TaGneTok nokasatens npuem- | -
AC3Ap nemoctu (AV) fomxeH BbiTo He Gonee
15,0 npn ycnosuw, yto 0,75 M < X; <
1,25 M.
KonuuecreenHoe Ot 93,0 % Ao 107,0 % oT 3aAsneHHo- 1001 %
onpegeneHue ro COAEpXaHUsA. L
Ynaxkosxa Mo 14 raBnetok B 6nucrep u3 nneHkw | Mo 14 Tabnetok B Gnuctep M3 nmexkn MBX/Aknap® u donbru

MBX/Aknap® 1 chonLrk anMUHKEBOH.
Mo 2 6nucTepa BMecTe ¢ MHCTPYRUMEH
MO NPUMEHEHUIC NOMELYZIOT B KAPTOH-
HYIO Naqky.

MPUMEYAHUE: MoxeT npucyTcTBO-
BaTb KOHTPONb BCKPBITWA YNAKOBKUA.

anoMUHWEBOIA.

Mo 2 SnucTepa BMECTE C MHCTPYKUVEA NO NMPUMEHEHUID NO-
MELEHO B KAPTOHHYID NadKy.

HE HaHeceHa 3TUKETKa KOHTPONA BCKPLITUA YNAKOBKA.

Crpanrua 1 M3 3

3A0 «bepnnu-®apmayr, 248926, r. Kanyra, 2-il ABToMoBMNLHLIA Npoesn, A. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, cpakc: +7 (4842) 909-501

OI'PH: 1027739581968
WMHH: 7714033558
Knn: 402901001
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BEPJINH-®APMA
MEHAPHUHN

NACMOPT Ne 923 — 2022

Haumenopanwe 33eTpon®, TabneTku, 10 Mr (GnucTtep) 14x2 {nauka KkapToHHan)
Konwiecteo noTpeb.

Howmep cepuu 1520731 VNAKOBOK B CEpMM 23 805

[aTa uarotoBneHnua 10.02.2022 "eneH oo 10.02.2025

Fpour3eogcTeO FOTOBOIA NEKapCTBEHHOM (POPMbI

MCI UnteprawHn MmeX (MyapTo-Puko BpaHu)
JINC, MyapTo-Puko

FNepBuunan ynakoska

OpraHoH ®apma (OKe#) flumutea, CoegnHeHHoe
KOpPONEeBCTBO

BropuyHas / notpebutenbckan ynakoska

3A0 «bepnuH-Papma», Poccun

MpownasoauTens (Bbinyckatowyuit KOHTPONL KAYECTBE)

3A0 «bepnun-Papma», Poccus

AHaNu3 BbINONHEH No

HO M NO15754/01-301117; WUam.
Mam. Ne 2 N NO15754/01-150321; WMam. Ne 3 N NO15754/01-071021.

Ne 1 M NO15754/01-180820;

Mpu Temnepatype He Bbill
Ycnosus XpaHeHus po patype He © [ara  nposeaeHMA 08.11.2022 — 30.11.2022
30 °C. aHanusa
Mokasarenm Hopmbi Pe3ynbTtathl
Mapkupoeka Ha nepRuuHO# ynakoBke {Bnucre-
pe) Ha pYCCKOM R3LIKE YKa3bIBAKOT:
> TOProeoe Hasearive npenaparta € | TOProsoe HalpaHwe npenapata npe.q.ynpenwrenbﬂoﬁ MapKN-
NPeAYNPeAnTENbHOR  MapKWpoB- | poBKOR ®
Kol ®
> MeMAYHApOAHOE HENATEHTOBAH- | MEMAYHAPOAHOE HENAaTEHTORAHHOE Ha3BaHue
HOE Ha3BaHwe
» nexkapcTeeMHYIo opmy nexapcTeeHHan hopma
»  BO3UPOBKY AO3MPOBKa
» norotun komnaxun MSD (rpadbu- | norotun komnadnm MSD (rpadmueckwii cumeon n abGpeauarypa
uveckuil cumeon M abbpeBuaTypa | Ha naTUHWUE)
H& NaTuHUYE)
»  HoMep cepun 1520731
> AATY OKOHYZHUA CPOKA FOAHOCTH 100225

»
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Ha sTOopM4HOR ynakoBRke (KapTOM-
HOMA NadKke) Ha PYCCKOM A3LIKe yka-
3LIBaOT:

TOPropoe HasBaHue npenapara ¢
npeaynpeAMTensHOR  MapKWpos-
Kol @

MEMAYHAPOAHOE HEeNaTeHTOBaH-
HOe Ha3lBaHue

ACINPOBKY

NeKapcTBeHHYIO hopmy

KONMMYECTBO TABHETOK B YNAKoBKe
Ha3BaHve W coaepXaHve jed-
CTBYIOWErD BellecTBa 8 OAHOW
TabneTtke B Mr

cnocot npumeHeHwA («dnA npu-
ema BHYTpb»)

Hagnueu:

allpenapaT copepxwT NaKTO3b
MOHOTVAPAT U ARYIMe BCNOMOTa-
TefbHbie BelWecTBa, YKa3aHHee B
NPUAAraemoi MHCTRYKUM:
«llepes npuMeHeHWeM O3HAKOMb-
Tech ¢ NPUNAragMoi WHCTPYKUW-
eil»

«XpaHwTe B HEAOCTYNHOM ANA
AeTeil mecte»

YCROBUA XpPaHeHUs

YCNOBWA OTNYCKa

norotun komnaHun MSD (rpadm-
vyeckuid cumeon u aGbpeswatypa
Ha NaTuHULE)

TOProBo€ Ha3BaHue npenaparta ¢ NpegynpeauTensHOR Mapkn-
poBKoiA ®

MENEYHADOZHOE HERATEHTOBAHHOS HA3BAHUE
ACIUPOBRKA

fexkapcTBeHHan dopma

KONWMECTEO TabneTok B ynakoeke

Ha3BaHWe U CcoAemiaHwe [edCTBYIOLero Belectea B O4HOM
TabneTke B Mr

criocob npumerenns («0nA npuema BHYTDb»)

«llpenapat COAEPMUT NakToak MOHOTUAPAT U APYIME BCHOMOTA-
TeMbHLIE BELECTEA, YKA3aHHLIE B NPUNAraemMoil MHCTRYKLMW»

«[lepea npUMEHEeHWEM O3HAKOMLTECE C NPWIAraeMoi WHCTPYK-
unein

«XpaHWTe B HEAOCTYNHOM AAA ASTeil MecTe»
YCHOBAA XpaHeHust

YCNOBUWA OTRYCKa

norotian komnannu MSD (rpadpuuecknil cumeon v aGbpesuarypa
Ha naTrHuLEe)

Ctpanuua 2 u3 3

3A0O «bepnuH-dapMan, 2489286, r. Kanyra, 2-ii ABToMoCunbHbIA Npoesa, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

OrPH: 1027739581968
MHH: 7714033558
KMn: 402901001
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BEPITNH-OAPMA
MEHAPUHHA

MACIOPT Ne 923 — 2022

HavmeHosaHwe 93eTpon®, Tabnerku, 10 Mr (6nucTep) 14x2 (Nayka KAPTOHHASA)
Konuaectso  noTpeb.

Homep cepun 1520731 YNAKOBOK B COpMI 23 805

Bara narotoBneHns 10.02.2022 Foaex ao 10.02.2025

pOM3BOACTEO rOTOROH NEKAPCTBEHHON (OPMbI

MCLO UnTepHawHn MMEX (Myapto-Puko Bpax)
JU1C, NMyapTo-Puko

MepeuyHan ynakoska

OpraHoH ®apma (KOKeit) lumuTeq, CoeguHerHoe
KOPONEBCTBO

BropuuHas / notpebutenbckan ynakoska

3A0 «bepnun-Gapmay, Poccus

Mpoussogutens (BbinyckatoLwmii KOHTPOIb KayecTsa)

3A0 «bepnuH-dapman», Poccus

AHanu3 BLINONHEH MO

HO M N015754/01-301117; Uam.

Ne 1 T NO15754/01-180820;

M3m. Ne 2 1 NO15754/01-150321; sm. Ne 3 N NO15754/01-071021.

YCoBUA XpaHeHus flpu Temneparype ne seie | flara  nposefcHust | gg 142022 - 30.11.2022
30 °C. aHanusa
Noxazarenu Hopmb! PesynuraTht
» norotan  KomnaHww  «BepnuH- | moroTMn koMnaHun «BepnuH-Xemu MesapuHu» (rpachuieckui

Y
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>

Mpumevanie:

Xemun MeHapuuu» (rpadpudecinii
CUMMEON W HAa3BaHWE Ha naTuHWULE)
1 Hapnuce «OduymansHui napT-
Hep B P®: Bbepnun-Xemu Al
FepmaHnay

HA3BaHKE W CTPEHY IDPUAUYECKD-
ro nuua, Ha WMA KOTOPOro Bbiaa-
Ho PY

KOMNaHuy npon3BoguUTena W yna-
KOBLUMKA

HOMep DermCTPaLMOHHOrS  yAo-
CTOBEepeHWA

HOMEp cepuin

AaTy NPOW3BOACTRA

AATy OKOHYAHWA CPOKA TOAHOCTH
LUTPUX-KOA

BHYTPEHHWA(E) koA(bl) NpoayKTa
dononHumensHo  Ha

SMOPLUYHYIO YIaKOBKY HaHOCAMCH.

»

cpefcrea MASHTMMKALMK  CU-
CTeMb! MOHUTOPMRIA ABSWKEHUA
NekapcTBeHHBLIX npenaparos
(GTIN, SN, pByxwmepHbit LTPHU-
hoaoii Kog).

CHMBOS W HA3BAHWE Ha RaTuHMUe) W HaANUCE «OuUnanbHBEIR
napThHep B P®: Bepnun-Xemy AT, Fepmanis»

HaseaHWe 1 CTPAaHA I0PMAVYSCKOro NULA, Ha KMA KOTOPOro Bohiga-
Ho PY

KOMMaHWUW NPOU3BOAUTENA 1 YNAKOBLAVKA
HOMEP PEMMCTPALIMOHHOIO Y 0CTOEEPEHHA

1520731

100222

100225

LUTPUX-KOZ,

BHYTPESHHUE KOABI NpoAYyKTa

HaHECEHbI CPeACTBa MEEHTUAIMKALMN CUCTEMBI MOHUTOPHHIA
ABVIEHNA NEKAPCTBEHHBIX NPENapaTos.

Cpok rogHoCTH

3 roaa

3ropa

v HI M N015754/01-301117; U3am. Ne 1 11 N015754/01-180820;

207;

Crpaniua 3 3 3

3A0 «bepnuH-bapma», 248926, r. Kanyra, 2-i ABToMOGUNbHLIE Npoesa, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, thakc: +7 (4842) 909-501

OrPH: 1027739581968
UHH: 7714033558
Kt 402901001




BEPJINH-®APMA
MEHAPUHHA

NOATBEPXOEHUE COOTBETCTBUA

nekapcTeeHHoi hopmbi

Ne 923 - 2022
Toprosoe HauMeHoBaHe 33erpon®
MexayHapogHoe HenarteHToBaHHOe 3 5
HaumeHoBaHue ek
®opma Bbinycka Tabnetku, 10 Mr (6nuctep) 14x2 (nayka KAPTOHHAA)
Homep cepun 1520731
Konu4ecTso notpebutensckux 23 805
ynakoBOK B cepuu
[ata narotosnexuns 10.02.2022
Cpok rogHocTH 10.02.2025
MpOM3BOACTEO FOTOBOM MCJ WUnTepHawHn MwbX (Myapto-Puko Bpany) NINC, Myapto-Puko

Pridco Industrial Park, State Road 183, Las Piedras, Puerto Rico 00771, Puerto
Rico

MNepeuyHas ynakoBka

OpraHoH ®apma (lOKeit) Nlumuten, CoeauHeHHoe KoponescTBo
Shotton Lane, Cramlington, NE23 3JU, United Kingdom

BropuyHas/notpebutensckas 3AO «BepnuH-Gapma», Poccus

ynakoska 248926 r. Kanyra, 2-oi ABToMOBUNBHLIA Npoesa, 4.5
MNpouseogutens (BeinyckatoLuia 3A0 «BepnuH-dapma, Poccus

KOHTPOSb KayecTBa) 248926 r. Kanyra, 2-oi AsTomobuneHeil npoesa, 4.5
Howmep u gara perncrpauuncHHoro M N015754/01 ot 04.06.2009

YAOCTOBEPEHUA [Oata nepeocbopmnenns 07.10.2021
HaumeHoBaHue v agpec gepxarens WepuHr-Nnay Nla6o H.B., Benbrus
perucTpaunoHHOro yaocToBepeHus Industriepark 30, B-2220, Heist-op-den-Berg, Belgium

HopmatueHas OOKyMeHTalKuA

HA M N015754/01-301117; Mam. Ne 1 1 NO15754/01-180820;
Wam. Ne 2 1 NO15754/01-150321; Nam. Ne 3 M NO15754/01-071021.

HACTOSALLIUM [IOKYMEHTOM Mbl MOATBEPXAAEM:

YnonHoMo4eHHoe Nuuo MuTpywkuHa W.C.

CeeaeHun ob aTTectaumu

Mpukas Munsgpaea Poccuu Ne 1209
o1 29.12.2021

NMPOW3BOACTBO, XPAHEHME M KOHTPONb BbILWEYKA3aHHOW Cepun roTOBOW MPOAYKUWM OCYLUECTBNEHb B
COOTBETCTBUM C TpeboraHuamu npukasa Munnpomtopra Poccum ot 14 uiona 2013 r. N 916 «[pasuna

Hagnexawleh npow3BOACTBEHHOW npakTuku» (B ped. orT 18.12,2048- eweHust Coseta EBpasuiickoii
3akoHoMMYeckoi komuccum ot 03.11.2016 N 77 «O06 yTeepxae A AEERexallel NPon3BoACTBEHHO
npaxkTuky EBpasuniickoro aKOHOMUHECKOro cotsan &

cepusi  NeKkapcTBEHHOrO npenapata  COOTBETCTBYET // IpPeboBaHnam, HOBNEHHbIM  NpW  ero

rocyaapCTBEeHHOW permctpauum

CrtpaHuua 1 u3 1

3A0 «bepnun-Papmar, 248926, r. Kanyra, 2-i1 ABToMOOUNbHbLIA Npoesg, 4. 5 OIPH: 102773958196¢
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558
Ten.: +7 (4842) 909-500, cakc: +7 (4842) 909-501 Krr: 402901001




