BEPJINH-®APMA

1V

MEHAPUHU

MACMOPT Ne. 797 - 2021

Kypautun® N 25, Tabnerku me nneHo4Hoi o6onoYKoi, 25 Mr

\'\ W\

XL

Haumetosanue dnaxon (120 x 1), nauka KapTOHHaA
". | KonuuecTtso
Howmep cepum 0370921 notpe6.- ynakosok | 20 882
B CEpUM -
Data uaroToeneHus 08.2021 FoaeH Ao 08.2024

Mpou3soACTBO rOTOBOM nexapcTeeHHol! hopmbl

3A0 «bepnun-Papmar, Poccus

MepBuyHas ynakoeka

3A0 «BepnuH-Papma», Poccus

BropuuHas / notpeburensckan ynakoska

3A0 «BepnuH-ddpmar, Poccus

MpoussoauTent (Beinyckalowuit KOHTPONb kavuecTsa)

3A0 «BepnuH-dapmas, Poccua

AHanus BbinonHex No

HJ M N013897/01-280312; Mam. Ne
Wam. Ne 2 1 N13897/01-130317; U3

1 M N13897/01-290514;
M. Ne 3 1 N13897/01-080919.

Mpu TemnepaType He Bbillie

A
[lata nposeaeHWs

YCroBWA XpaHeHus 25 °C B 3allMLLEHHOM OT cBeTa 08.09.2021 - 17.09.2021
aHanusa
MecTe I
Mokasarenu Hopmb! = Pe3ynbTarthl
Onucatne Kpyrnoie Tabnetxu | Kpyrnble Tabnetin NNOCKOUMAUHAPHMECKOR POPMbI, NOKPLITHIE
NNOCKOLMNUHAPUIECKOH chopmsl, | nneHouHOR 0BonouKOR XenToro useTa.
NOKPbITLIE  NNEHOYHOW obonouko# :
WENTOro Usera.
MognWHHOCTL
- Yo- Y®-cnexrpsl WCNLITYEMOro u | 239 Hm; 283 Hm
cnekTpothoTOMETPHA CTaWzapTHOTO PAcTBOPOE B AManaloqe
(oAHOBPEMEHHO C Anur BonH oT 200 go 350 HM AOMmKHLE
KonuuecTBeHHbIM MMETb MaKCHMyMbl MOTIOWEHUA NPy
onpeaeneHven) AnuHax sonH (238 £ 2) WM U (282 = @)
HM.
- TCX Ha  xpomarorpamme  UCNbITYEMOro Ha xpomarorpamMme UCLITYEMOre PacTBOpa HaA CTapTosbiM

pacTeopa Haj, CTapTOBbiM NATHOM @
ROKHO O0BHapyXuBaTeCA MATHG, MO

NATHOM @ OGHAPYXMBAETCH NATHO, NO PACNONONEHUIO, PA3MERY
# WHT@HCUBHOCTYM COOTBETCTBYIOLLEE OCHOBHOMY MATHY Haa

PACNONOKEHWO, pasmepy ¥ | CTApTOBLIM NATHOM D HA XPOMATOrPaMME CTAHAAPTHOMD

WHTBHCUBHOCTH COOTBETCTBYIOWEE | pacTsopa Aunupuaamona.
OCHOBHOMY NATHY HaA CTapToBbIM
nRTHOM b Ha  xpomarorpamme
CTaHAAPTHOro pacTeopa
Aunvpugamona.
Cpepannan macca:
132mr+75% 132 mr -

CpeaHan Macca Tabnetku | (122 10 mr - 141,90 mr)

ORROPRAHOCTS 5 NACCH 18/20%7,5% OT-28%a0+23%

2/20 + 15 % oT cpegHeit Macchb!

PacnapaemMocTb He Gonee 10 muH 3 MuH

PacteopeHune He wmenee 75 % (Q) CzHawNsOs | 99%
(aunupuaamona) uepes 15 mue OT
3aRBNEHHOTO COAEPKAHNS.

MocTopOHHNE NpUMaci:

—~ Moban eAnHUYHAR He 6onee 0,5 % <01 %
HeugenTuguUUpoBaHHan %
npUMecs

~ Cymma npumecei He Gonee 1,0 % <01%

ORHOPOAHOCTL n=10AVs 150 (L1) 36

AOG3VPOBAHAA

n=30AVs 15,0 (L1) -
W HU OAHA W3 BRMHML He <dem 0,75 M
wiu>125M

MukpoBuonorudeckas Kareropus 3A

queToTa:

—  OBwee Yueno He Gonee 10° KOE & 1 r (mn) < 10 KOE B 1 r (mn)

aapobHbix Gakrepuit

Crpannya 1 u3 4

3A0 «bepnux-Gapmar, 248926, r. Kanyra, 2-# ABTOMOOWNbHBIA Npoesg, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 908-501

OIPH:
WHH:
Knr:

1027739581968
7714033558
402801001




| BEPJINH-®APMA

1V

MEHAPHUHHA

MACMOPT Ne 797 - 2021

Kypaumn° N 25, TabneTku NoKpLITbie NNIeHOYHOW 000NOYKOH, 25 Mr

Haumenaaanue dnakoH (120 x 1), nayka KapTOHHaA
Konuyecteo

Homep cepuu 0370921 notpe6. ynakoeok | 20 882
B Cepum

[ara varorosnexus 08.2021 loped go 08.2024

poun3BOACTRO FOTOROM NEKAPCTBEHHON POPMB!

3A0 «BbepnuH-Papmar», Poccus

MNepewyHas ynaxkoska

3A0 «BepnuH-dapmar, Poccus

BropuuHas / noTpebuTensckan ynakoska

3A0 «Bepnun-®apman», Poccus

[poussoauTens (Bbinyckalownit KOHTPONbL KauecTsa)

3A0 «bepnun-®apmar, Poccus

AHanu3 BbINONHeH no

H[ N NO13897/01-280312; M3am. Ne
Mam. Ne 2 T N13887/01-130317; U3

171 N13897/01-290514;
M. Ne 3 [1 N13897/01-090919.

Ycnosus xpaHeHua

Mpu TemnepaTtype He Bhbilwe
25 °C B 3alULiEeHHOM OT cBeTa
MecTe

[Oata nposBefeHus

08:09.2021 - 17.09.2021
ananusa

MokazaTenu

HopMb!

PeayneTathl

— OBujee uucno rpuGos

-~ Escherichia coli

He Bonee 10°KOE & 1 r (Mn)

OTtcyrerayeT 8 11 (Mn)

<10KOE & 11 (mn)

OtcyrereyeT B 1 1 (mn)

KonuvyecreeHnHoe
onpegenexve

Ot 22,5 mr go 26,3 mr gunupnaamona B
TabneTtke

(ot 90 % po 105 % oOT 3aABNEHHOTO
COfAePKaHIA).

249 mr

100 %

Ynakoska

o 120 Tabnevox NOKPLITLIX NNEHOYHOH!
obonoukolt Bo chnakoHst GecuseTHoro
CTeKna C HOMUHANLHOH eMKOCTbIO 30
MA, 38KpblBAIOWWECR NONUITUNEHOBOR
wrencenbHoi npobkoH-amopTU3IaTOPOM.
Mo 1 cdnakoHy BMECTE C WHCTPYKUME#
N0 NPUMEHEHWIO B KAPTOHHOI Nauke.

Mo 120 TabneTok nOKpwIThIX NNeHOMHOW oBonoukod BO
thnakoHs! GeCLUBETHOrO CTEeKNa C HOMUHANLHONW eMKOCTbio 30
MIN, 38KPLIBAICLIMECA NONNITUNEHOBOK LUTencenbHo# npobkoi-
aMOpPTUIATOPOM.
Mo 1 dhnakoHy BMECTE C WHCTPYKUME N0 NpUMEHEHUID B
KapTOHHO! nauke.

MapkupoBka

Ha 3TukeTke chnakoHa Ha PYcCcKOM
A3bIKe YKa3biBaKOT:

» TOprosoe
npenapara «®»

»  norotun «BERLIN-
CHEMIEMENARINI» (Ha naruxuue)

MEXGYHEpOAHOE HENAaTe@HTOBAHHOE
HauMeHoBaHNe
AO3NPOBKY

KONW4ecTBo Tabnerok B ynakoske
NexapcTeeHHYIo hopmy
cnocob npuMeHeHus

coAepXanuwe AeACTByiOLero
BELWecTBa B ogHOoM TaGneTke

HauMmeHoBaHue

Y ¥V v VvV ¥ VY

»  YCNOBWA XpaHeHua
«Cobniogath NPUNOKEHHYIO
VHCTPYKUWMIO MO NPUMEHEHWIo
npenapartay

» «JlekapcTBEHHOE CPRACTBO XPaHUTL
8 HEAOCTYNHOM ANA geTell mecTe!»
HOMEp cepuu

[RaTY USTOTORNEHS
«rOAEH A0...»

¥V ¥V V ¥

«AxTHTpOMBOTUYECKOE CPEeACTBOY

Ha aTukeTke hnaxkoHa NPUCYTCTBYET Haanuch:

TOProBOE HaWMEHOBaHWe npenapara®
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue

MEXAYHAPOoAHOE HeNaTeHTOBAHHOE HAUMEHOBaHWe

A03UpoBKa

xonudecTeo TabneTok B ynakoske

nexkapcreennas copma

cnocob npuMeHeHus

coAepXanune JeiCTByiolLero sewecTsa B ogHol TabneTke

YCNOBUA XpaHEHHA
«Cobniopate NPUNOKEHHYID WHCTPYKUMIO NO NPUMEHEHKIO
npenapara»

«JlexapCTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeR
Mmecrel»

0370921
08.2021
08.2024

«AHTUTpOMBOTIHYECKOE CPEACTBOY

Crpanuua 2 us 4

3A0 «Bepnun-Papmar, 248926, r. Kanyra, 2-i# AstomoGunbHelii npoeaa, a. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 908-501

OFPH: 1027739581968
WHH: 7714033558
Krr:  402901C01




BEPJTUH-®APMA
. MEHAPUHH

NACMOPT Ne 797 — 2021

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

' H énueﬂdééum b I(ypa'l’ﬂ'l"£1'|ﬁ N 25, TabneTkn NoKpbiThie NNEeHouHOH 06ONOUKOH, 25 Mr
_ ¢onakoH (120 x 1), nauka KapToOHHaA
KonuyecTtso
Homep cepuu 0370921 notped. ynakosok | 20 882
B Cepuu
Jara uaroToeneHus 08.2021 lopeH Bo 08.2024
[poM3BOACTBO rOTOBOM NekapcTBeRHOM (PopMbI 3A0 «bepnuh-Gapmar, Poccus
MepBUYHas ynaxkoBka 3A0 «Bepnun-Gapmar, Poccus
BTopuuHas / noTpeburenbckas ynakoska 3A0 «Bepnun-®apmar, Pocens
Mpouasogutens (Brinyckawowuih KOHTpOnb KavecTea) 3A0 «BepnuH-Papman, Poccun
H[ M N013897/01-280312; Wam. Ne 1 1N N13897/01-290514,
AHanu3 BHINONHEH MO | 4. 'No 9 [ N13897/01-130317; Mam. Ne 3 1 N13897/01-090919.
Mpu TemnepaTtype He Bbillie [lata nposeAeHus
Ycnosua xpaHeHus 25 °C B 3auiMLieHHOM OT cBeTa poBea 08.09.2021 — 17.09.2021
aHanuaa
MecTe
Mokasarenu Hopwmbl Peaynbrarbl
¥ clMMyHOMOAYNATODS «MMMyHOMOAYNATOP»
MpumeyaHue: TMpumevanne:
Ha NpPOW3BOACTBEHHYIO ynaxkoBky MOTYT | Ha NPOM3BOACTBEHHYIO ynakosky
HaHOCUTBLCA:
¥  HEBUAWMEIE 3HAKHU 3aLMTLI HaHECeHb! HEBULNMbIE 3HAKM 3aLLWTHI
¥  NPOU3BOACTBEHHbIE KOAbI HaHeCeHb! NPOM3IBOACTBEHHbIE KOAb!
Ha xapToHHOW nawYke Ha Pycckom | Ha kapTOHHOW naike NPMCYTCTBYET HARMUCE!
AIbIKE YKAILIBAKOT:
» HawMeHOBaHWe upmsl | HaumeHoBaHue IMPMbI NPOUBOANTENA, cTpaHa
NpOM3BOAWTENA, CTPaHY
» HauMeHoBaHwe upMed, | -
OCYLUECTBRAIOLLEH BbiNyCKaIOWNHA
KOHTPONb  KauecTea, cTpany (8
cnydae OTNWMMA  OT  (DUpMb-
npoKaBoAUTENA)
» norotva «BERLIN- | nororsn «BERLIN-CHEMIE/MENARINI» (Ha natiHuue)
CHEMIE/MENARINI» (Ha
naTukuLe)
» TOprosoe HaWMeHoBaHue | TOproBoe HauMmeHoBaHue npenapara@
npenapara «®»
»  MEXAYHAPORHOE HENATEHTOBAHHOE | MEXAYHEPOAHOe HENATEHTOBAHHOE HAUMEHOBAHWE
HaumeHoBaHne
»  BO3MPOBKY AO3uposka
» NEeKapCTBEeHHYK ¢opmy nexapcreerHan opma
¥  KonuuecTso TabneToxk B ynakoBke konuuecTeo Tabnerok B ynakoBke
» COAepXaHue AEACTBYIOLLEro | COAepkanue LeiCTBYIOLErD BelyecTsa B OAHOM TabneTke
BewecTea B 0gHoM TabneTke
»  YCNOBWA XpaHeHUs YCNOBUA XPaHEHUA
«Cobniogate  vHCTRYkuwio  no | «CoBriojaTs WHCTPYKUMIO MO NpUMEHEHWIo npenapara,
NPMMEHEHWIO NPEenapara, KOTOpas | KOTOpas HaXOAWTCA BHYTPM yNnakoskm»
HaXOAWUTCA BHYTPU YNaKOBKU»
>  «JlexapCTBEHHOE CPEACTBO XpakuTe | «/lekapcTeexHoe CPBACTEO XpaHUTb B HEACCTYNHOM ANA Aetei
B HBAOCTYNHOM 4nA AeTed mectel» | mecrely
»  perncTpauuMoHHbiA HoMep PEerncTpauyoHHbIi KoMep
»  ycnosus oTnycka YCNOBWA OTMYCKa
»  HOMep cepuin 0370921
»  [para usroToBMEeHUA 08.2021
» «ropeH Ao...» 08.2024
Crpanuua 3 u3 4
3A0 «BepnuH-bapmas, 248926, r. Kanyra, 2-# ApTomoBunbHbIA npoea, A. 5 OrPH; 1027739581968

WHH: 7714033558
KNn: 402901001



BEP/TUH-®APMA
MEHAPUHU

MACMNOPT Ne 797 - 2021

HaumeHoBaHwe

Kypantun® N 25, TabneTku NoKkpbiThbie NNIEHOYHON 00ONOUKOR, 25 mr

thnakos (120 x 1), nauka KapToHHas
Konuyectso
Homep cepuu 0370921 notpeb. ynakosok | 20 882
B cepuu
Oara uarotoBneHus 08.2021 lopex go 08.2024

Mpou3BOACTEO rOTOBOH NEKapCTBEHHON (opMbl

3A0 «Bepnun-dapmar, Poccus

MepsuyHas ynakoeka

3A0 «bepnun-®apma», Poccus

Bropuuran / notpebutensckan ynakoeka

3A0 «bepnun-bapman», Poccus

MponseoauTent (BbiNyCKaIOLMA KOHTPONb KAYECTRA)

3A0 «bepnun-Papmar, Poccua

AHaNU3 BLINOIIHEH NO

HA N N013897/01-280312; Uam. Ne

Wam. Ne 2 1M N13897/01-130317; Miam. Ne 3 1M N13897/01-090919.

1M N13897/01-290514;

YcnoBus xpaHeHus

Mpu TemnepaType He Boilie
25 °C B 3aWMLieHHOM OT cBeTa

Aata NpoBeAEHNA | gg 09,2021 ~ 17.09.2021

MecTe aHanusa
MoxasaTenu Hopmbi Peaynbrathbl
LWTPUX-KOA LTPHX-KOA
cnocob NpUMeHeHUs cnocob NPUMEHeHWA
«CopaepxuT Nakrosy»

>

»

»  «CoAepxuT nNakroay»

¥ «AHTuTpomBoTHNBCKOE CpeacTBO»
»>

«MMMyHOMOAYNATOP®
MpuMesaHne: Ha NPOUIBOACTBEHHYIO
YNAKOBKY MOIYT HAHOCHTBCA:

» HEBWAUMBIE 3HaKW 3aLWTEI

»  NPOU3BOACTBEHHbLIE KOAbI
» aTUKEeTKa KOHTPOnA nepsoro

BCKPLITMA

» cpeacTsa upeHTrduKkalun
CUCTEMbI MOHWTOPUHTA ABVKEHWA
NeKapcTReRHbIX Npenaparos,

«ANTUTpOMBOTUYECKOE CPEACTBOR
«AMMYHOMOAYNATOP®
lNpumesanme: Ha NPOMIBOACTBEHHYID YNaKoBKY

HaHECEeHbl HEBUAKMBIE 3HAKW 3aLLNThI
HaHeceHbl NPOU3BOACTBEHHBLIE KOABI

HE HaHeceHa 3TUKEeTKa KOHTPONA NePBOro BCKPLITHA

HaHeCeHbl CpeacTsa WABHTUODMKALUWY CUCTEMBI MOHWTORUHIA
ABWKEHUA NEKapPCTBeHHbIX NpenapaTos.

CpoK rogHocT!

Jdroaa

3ropa

P

30317; Wam. Ne 3 I N13897/01-090919 no BceM nokasaTensam.

17 09 201

(nara)

Crpannua 4 w3 4

3A0 «Bepnnn-mahma», 248926, r. Kanyra, 2-i AsToMoBuUnbHbI# npoesy, 4. 5

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

OrPH: 1027739581968
UHH: 7714033558
KMr: 402901001




M

BEPJ/INH-®APMA
MEHAPUHH

NOATBEPXOEHWE COOTBETCTBUA

Ne 797 — 2021

Toprosoe HauMmeHoBaHUe

Kypautan® N 25

MexayHapogHoe HenaTeHToBaHHoe
HauMeHoBaHue

Aunupuaamon

®opma Bbinycka

TabneTku NOKpbLITLIE NIEHOYHON 0B6ONOYKOH, 25 Mr
thnakoH (120 x 1), nauka KapToHHan

Homep cepuu 0370921

Konuvecrso notpebutensckux 20 882

YNaKoBOK B Cepuu

Hata usrotoenexus 08.2021

Cpoxk rogHocTy 08.2024

MpoussoacTeo rotosoit 3AO «Bepnux-dapman, Poccus

nexapcTBeHHON hopMbl

248926 r. Kanyra, 2-oi1 ABTOMOGUMbHBI Npoeas, 4. 5

[MepsuyHas ynakoeka

3A0 «BepnuH-®apmar, Poccus
248926 r. Kanyra, 2-oit AsToMoBunsHbli npoe3g, 4. 5

BropuuHas/noTpeburensokas
ynakoska

3A0 «bepnun-dPapma», Poccus
248926 r. Kanyra, 2-o#1 AsTomobunbHbIN Npoeaa, 4. 5

MpoussoguTens (Boinyckaiowuit
KOHTPONb KayecTea)

3A0 «bepnun-dapmayr, Poccus
248926 r. Kanyra, 2-oit ABTOMOBUNbHBLIA Npoeap, 4. 5

Homep v aata perucTpalyuoHHoro
yA0CTOBEpeHUS

M N013897/01 ot 28.03.2012
Hara nepeocopmnennn 13.03.2017

HaumeHosaHve v agpec gepxarens
PervcTpauMoHHOTO YAOCTOBEPEHUS

3A0 «BepnuH-®apma», Poccus
248926 r. Kanyra, 2-ot ABTOMOBMNLHBIA Npoe3n, 4. 5

HopmarusHas gokymeHTauus

M N013897/01-280312, Mam. Ne1 (N N13897/01-200514),
Mam. Ne2 (M N13897/01-130317), Mam. Ne3 (I N13897/01-090919)

HACTOSLLWM OOKYMEHTOM Mbl NOATBEPXOAEM:

- MPOWU3BOACTBO, XPAHEHWE W KOHTPO/b BbILUEYKA3aHHOW CEepuM roTOBOM NPOAYKUMM OCYLLECTBNEHL B

cooTeeTCTBUN ¢ TpebosaHnaMu npukasa Muxnpomrtopra Poccuu ot 14 wmions 2013 r. N 916 «lpaBuna
Hapnexaliei npousBOACTBEHHOW NpakTuku» (B pea. Ot 18.12.2015) u pewenuss Cosera Espasuiickoi
SKOHOMU4ECKOM Komuccuy oT 03.11.2016 N 77 «O6 yTeepxaeHuu Mpasun Hagnexalei Npoua3BOACTBEHHON
npakTukn EBPa3mMiickoro 3KOHOMUMECKOTO COK3 ¥ o

- Cepwa neKkapCcTBeHHOro npenapara YCT2HOBNEHHBIM  NpU  €ero
rOCYAapCTBEHHOW perucTpaumm
YnonHomoueHHoe nuuo  Anekceesa C.M. </ 17 09, 2071

Caeaenns of arrecraumum
MNpukas MuHsgpasa Poccun Ne 230
ot 19.03.2021

Aara

Crpanuua 1 us 1

OrPH: 102773958196¢
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 K. 402901001




