BEPJINH-®APMA
MEHAPHUHHA

NOATBEPXAEHWUE COOTBETCTBUA

Ne 649 - 2021
ToproBoe HaumeHoBaHWe Kypantun® N 25
MexayHapogHoe HenaTeHToBaHHoe L

HauMmeHoBaHne

TabneTku NOKPLITHIC NNEHOYHOW 060NOoYKON, 25 Mr

N ol o thnakon (120 x 1), nauka kapToHHas
Homep cepun 0300621

KonnyecTso noTpebuTenbckux 21 203

YNakoBOK B Cepum

[ara usrotoenexus 05.2021

Cpok rogHocTy 05.2024

Mpou3BoacTBO rOTOBOM
nekapcTBeHHOW hopmbl

3A0 «bepnun-dapma», Poccus
248926 r. Kanyra, 2-oil ABTOMOBMNbHLIN npoesa, A. 5

[MepBuyHas ynakoeka

3A0Q «Bepnun-®apmay, Poccus
248926 r. Kanyra, 2-oit ABToMo6unbHLIA Npoean, 4. 5

Bropu4Haa/noTpeburenbckas
ynakoBKa

3A0 «Bepnux-®apma», Poccua
248926 r. Kanyra, 2-oif AeToMoGunLHLIA Npoeas, 4. 5

Mpoussogurens (Beinyckatowuii
KOHTPONb Ka4ecTea)

3A0 «bepnuH-dapmar», Poccun
248926 r. Kanyra, 2-0it ABTOMOGUNBHBIA Npoeaa, 4. §

Homep u para perucTpauuoHHOro
yAOCTOBEPEHUA

M NO13897/01 or 28.03.2012
[ara nepeochopmnenuns 13.03.2017

HaumeHoBaHue u agpec gepxarens
perucTpaunoHHOro YA0CTOBEPEHHUS

3A0 «bEepnun-®apmar», Poccus
248926 r. Kanyra, 2-oit ABTOMOGUNLHBIA Npoesa, 4. 5

HopmartusBHas JOKYMeHTauus

N N013897/01-280312, Usm. Ne1 (M N13897/01-290514),
M3m. Ne2 (N N13897/01-130317), Uam. Ne3 (M N13897/01-090919)

HACTOALWMUM NOKYMEHTOM Mbl NOATBEPXAAEM:

- TMPOM3BOACTEO, XpaHeHWe M KOHWTPONb BbiUEYKasaHHOW Cepun rOTOBOW NPOAYKUWM OCYLLECTBREHH B
cooteeTcTBAM ¢ TpeboBaHuAMM npukasa MuxnpomTopra Poccum ot 14 wions 2013 r. N 916 «[Mpasuna
Haanexalyet Npou3BOACTBEHHOM npakTvku» (B8 pead. oT 18.12.2015) w pewenna Coseta Espasuiickoit
3KOHOMUH4eckoR komuccun ot 03.11.2016 N 77 «O6 yreepxaeHuy MNpaeun Haanexalyei NPOU3BOACTBEHHOM
npakTukvu EBpasnitckoro 3KOHOMUYECKOro col3an

- Cepus  NEeKapcTBEHHOro
rocyAapCTBEHHOW perncTpaumn

npenapara

Karaeea E.M.

CooTBEeTCTBYET

YnonHoMo4YeHHoe nuuo s
Caegenun o6 aTTectaumm 0 7' m' nn
Mpwukas MuHaapaea Poccum Ne 230 TS

ot 19.03.2021

CrpaHuuya 1 us 1.

3A0 «bepnuH-Papmar, 248926, r. Kanyra, 2-i ABTOM!
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, dakc: +7 (4842) 909-501

OrPH: 102773958196¢€
MHH: 7714033558
Knr. 402801001




BEPJINH-®DAPMA
MEHAPHUHN

MACIMOPT Ne 649 - 2021
- —— Kypautun® N 25, Tabnetku NOKPLITLIE NEHOYHOW 0GONOYKOH, 25 Mr
Hawumenosarine thnakon (120 x 1), nayka KapToOHHaR
Konuyectso
Homep cepuu 0300621 notped. ynakosok | 21 203
B cepuu
[Oara narotoenexus 05.2021 lFogeH oo 05.2024

lMpoussoacTeo roToBoil NekapeTaeHHo! hopmel

3AQ «Bepnun-dapmar, Poccus

MepBuyHas ynakoska

3AQ «bepnuH-®apman», Poccus

BropuuHas / notpebuTensckas ynakoeka

3A0 «BepnuH-dbapmar», Poccus

Mpoussogurens (Beinyckalowuit KORTPONb KayecTsa)

3A0 «bepnun-®apma», Poccus

AHanu3 sbinonHeH no

HA M N013897/01-280312; Wam. Ne

Wam. Ne 2 11 N13897/01-130317; Wam, Ne 3 ' N13897/01-090919.

1M N13897/01-290514;

Ycnosusi xpaHeHus

Mpu Temneparype He Bbille
25 °C B salluLieHHOM OT cBeTa

Aara nposeaenns | 45 0g 2021 — 06.07.2021

MecTe aHanusa
Mokasarenu HopMbl Pesynurartbl
OnucaHue Kpyrnuie TabneTku | Kpyrnele TabneTky nnockoLMANAAPUYeCKon hOpMBI, NOKPLITLIE
NNOCKOLMNNUHAPUYECKON chopmbl, | nneHouHoi oBonoukol xenToro Lsera.
noKpuITHI®  NNeHouHo  obonoukoi
KENTOro LBaTa,
MoanuHHOCTL
- Yo- Y&®-cnextpbl MCNbITYEMOro W | 237 Hm; 282 Hm
CNexTpohOTOMETPUA CTaHZapTHOrO pacTBOPOBR B AWanasoHe
{oAHOBPEMEHHO ¢ AnuH BonH ot 200 go 350 HM A0MKHBI
KonuuecteeHHbIM AMEeTb MaxkCUMyMbl NOrNOLWEHUA npu
onpeaeneHuem) ANWHAX BONH (238 + 2) HM n (282 t 2)
HM.
- TCX Ha  xpomatorpamme  ucnbiTyemoro | Ha xpoMmarorpamme UcnbITyemoro pacTeopa Hag CTapToBbIM

pacTeopa Haj CTapToBbiM NATHOM @
AomkHO oBHapyXuBaThCs NATHO, MO

NATHOM & 0BHapyXMBaETCA NATHO, NO PACNONOKEHNIO, pa3mMepy
W MHTEHCWBHOCTU COOTBETCTBYIOLLEE OCHOBHOMY NATHY Haj

PacnonoXeHuio, pasmepy W | CTApPTOBbLIM NATHOM b Ha XpomaTorpamme CTaHAaPTHOrO
MHTEHCUBHOCTH coOTBETCTRYIOWEE | pacTBopa AUNUPHAAMONa,
OCHOBHOMY NATHY Haf CTapToBbIM
NATHOM b Ha Xpomarorpamme
CTaHaapTHOrO pacreopa
AUNUPUZAMONa.
CpeaHnan macca: ’
132Mr£7,5% 130 ur
Cpeatnan macca Tabnetiun U (122,10 mr — 141,90 wr)
CRRDPORNOCTE R ukcce 18/20£7,5% OT-23%p0+34%

2120 £ 15 % or cpeaHeil macchl

Pacnapaemocts He Bonee 10 muH 3 MuH
PacteopeHue He wmense 75 % (Q) CaHiNsO4 | 96 %
(Annupugamona) 4epes 15 mMuH OT
38ABNEHHOTO COREPKaHNA.
MocTopoHHWe NnpuMecH:
- JNwban eguHuyHan He Gonee 0,5 % <0,1%
HEeNAGHTUPUUMPOBAHHASA
npuMecs
-~ Cymma npumeceit He Gonee 1,0 % <0,1%
OAHOPOAHOCTL n=10AV<150(L1) 6,9 (ans 10 eaunuy)
A03MPOBAHMA
n=30AVs 15,0 (L1) -
U HA OAHA N3 @AUHUL He <vem 0,75 M
wiu > 1,25 M
Mukpobuonoruyeckan Kateropua 3A
yucToTa:
~  O6uee uncno He Gonee 10° KOE 8 1 r (mn) <10 KOE 81 r (Mn)
aapobHbix BakTepuil

Crpanuua 1 m3 4

3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-i# ABToMOGUNbHbIA npoesg, 4. 5

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

OrPH: 1027739581968
MHH: 7714033558
Knr: 402801001



BEPJINH-®APMA
MEHAPHUHN

MACTIOPT Ne 649 - 2021

HaumeHosaHue

| Kypautun® N 25, TabneTku NOKpbITLI@ NNGHOMHONH O6ONOYKON, 25 Mr

¢nakon (120 x 1), nauka KapToHHan
Konudyectso
Homep cepun 0300621 notpeb. ynakosok | 21 203
B CEpuu
[lata narotoenexus 05.2021 FoaeH fo 05.2024

lMponasoacTso roToBOW NEKapcTEEHHOI hopMbl

3A0 «Bepnur-®Papma», Poccua

MNepBuyHan ynakoeka

3A0 «Bepnux-®apmar, Poceus

BropuyHan / noTpebuTensckas ynakoeka

3A0 «bepnux-®apmar, Poccus

Mpouseogutens (Beinyckalowuii KOHTPONb KayecTsa)

3A0 «Bepnun-dapmayr, Poccus

AHanu3 BbINONHEH nNo

HA M N013897/01-280312; Uam. Ne
Wam. Ne 2 M N13897/01-130317; U3

11 N13897/01-290514;
m. Ne 3 ' N13897/01-0909189.

YenoBua xpaHeHus

Mpu TemnepaTtype He Bbille
25 °C B salMLEHHOM OT ceTa
MmecTe

HAara nposegexus

iiisa 18.06.2021 - 06.07.2021

MNMokasarenu

Hopmbi

Pesynbrarhbl

= O6uwee uncno rpubos

-~ Escherichia coli

He Gonee 10°KOE B 1 r (mn)

Orcyrerayer e 1 r (Mn)

<10KOE B 1 r(Mn)

Otcyrcreyer 8 1 1 (Mn)

KonwyecreetiHoe
onpeaenexue

Ot 22,5 mr g0 26,3 Mr gunupuaamona B
Tabnerke

(o 90 % Ao 105 % oT 2aseneHHOro
COAEPKAHUR).

243 wr

97 %

Ynakoeka

Mo 120 TabneTok NOKPbITLIX NNEHOMHOM
obonoukol Bo cbnakoHbl BGecupeTHoro
cTexna ¢ HOMMHaNbHOW emkocThio 30
M, 3aKpbiBAlOWMECA NONNITUNEHOBOM
WwrencenbHoi NpoGKOH-aMOPTUIETOPOM.
Mo 1 dnakoHy BMecTe ¢ WHCTPyKUMeil
No NPUMEHEHMIO B KADTOHHOW Navke.

Mo 120 tabneTok NOKPLITLIX NMIEHOYMHOW OGONOYKOW BO
tbnakorb) GECUBETHOMD CTEKNA C HOMMHANBHON EMKOCTLIO 30
M1, 3aKpbIBAIOLLMECA NONMSTUNEHOBON LTencenbHoi NPoGKoi-
aMopPTU3aTOPOM,
Mo 1 chnakoHy BMECTe € WHCTPYKUMEH NO NPUMEHEHMID B
KapTOHHON nauxe,

Mapkuposka

Ha 3tuketke c¢hnakoHa Ha pycckom
A3LIKe YKa3bIBAKOT:

» Toprosoe HauMeHoBaHUe
npenapata «B®»
» norotun «BERLIN-

CHEMIE/MENARINI» (Ha naTuHuue)

»  MexayHapoaHOe HenaTeHTOBaHHoe
HaumeHoBaHwe

»  NO3MPOBKY

»  Konu4ecTeo TabneTok B ynakoske

»  nekapcTBeHHY hopmy

»  cnocoB npumeHeHns

» copepxaxune AeilcTeyowero
BellecTsa 8 OAHOW TabneTke

¥ YCNoBMA XpaHeHus

» «Cobnioaats NPUNOKEHHYIO
MHCTPYKLUMIO N0  NPUMEHEHUIO
npenapara»

> «JlekapcTBeHHO® CPEACTBO XpaHUTh
B HBAOCTYNHOM ANA AeTei mecTe!»
Homep cepun

ATy W3roTOBNEHMA
«rogeH 40...»
«AHTUTPOMBOTUYECKOR CPeACTBOY

VvV ¥V Vv V¥V

Ha 3tuxeTke hnakoHa NpUCYTCTBYeT HaANWCE:

TOproBoe HanmeHoBaHwe npenapata®
norovun «BERLIN-CHEMIE/MENARINI» (Ha natnHuue

MeXAYHapOAHOE HENATEHTOBAHHOS® HAUMEHOBaHUE

A03NpoBKa
KonuyecTso Tabnetok B ynakoeke

nekapcTeeHHan opma

cnocob npuMeHeHua

coepxaHne AeicTBYIOWEro BeLIeCTEa B 04HoR TaBneTka

YCNOBUA XpaHeHns
«CabniopaTe NPUNOXEHHYIO MHCTPYKUMIO MO NPUMEHEHMIO
npenapara»

«llekapcTBeHHO® CPOACTBO XPAHWTL B HEACCTYNHOM ANA AeTedl
mectel»
0300621

05.2021
05.2024
«AHTUTPOMBOTUNECKOE CPEACTBO»

3A0 «Bbepnun-®apmax, 248926, r. Kanyra, 2-i ABToMOBUNbHLIR Npoean, A. 5

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

Crpanuua 2 u3 4
OrPH: 1027739581968
WMHH: 7714033558
KN 4an2an1004




BEPJINH-®DAPMA
MEHAPUHHA

MACMOPT Ne 648 - 2021

PRSI O " | KypaHTun® N 25, TabneTkn NOKpLITLIE NNEHOYHON OGONOYKOH, 25 Mr
tnakon (120 x 1), nauka kapToHHan

Konuuectso
Homep cepuu 0300621 notpeb. ynakosok | 21 203

B cepun
[arta narotoBnexHus 05.2021 loaeH ao 05.2024
MpOV3BOACTBO rOTOBOI NEKapcTBEHHOH hopMmbl 3A0 «bepnux-Papmar, Poccun
MepenyHan ynakoeka 3A0 «BepnuH-Papma», Poccus
BropwuHas / notpeburtensckas ynakoeka 3A0 «bepnun-dapma», Poccua
MpoussoguTens (BeinyckaloLLuil KOHTPONL Ka4ecTea) 3A0 «bepnun-®Papma», Poceus

' HI M NO13897/01-280312; Wam. Ne 1 N N13897/01-290514;
AHaNU3 BBINOAHEH M0 | 1100 “No 5 [ N13897/01-130317: Wam. Ne 3 I N13897/01-090919.

Mpy Temneparype He BbilLe
YCroBUR XpaHeHus 25 °C B 3alyMLieHHOM OT caea | ATa MPOBEACHNUA | 48 06 2021 - 06.07.2021

MecTe aHanusa

MokasaTenu Hopmbi ; PesynbTtarthi
»  «mmyHOMOAYNATOP® «AMMyHOMOAYNATOPY
MpumevaHue: MNpumevanwve:
Ha NPOW3IBOACTBEHHYK YNakoBKY MOTYT | Ha NPOW3BOACTBEHHYIO YNaKoBKY
HaHOCHTLCS:
>  HeBWAMMBI® JHAKN 3aLUTb HaHeceHsl HeBUANMDIE 3HAKW 3aluTbI
»  NPOM3BOACTBEHHbIE KOAbI HaHeCeHb! NPOU3BOACTBEHHLIE KOAL!

Ha xapToHHOW nauyke Ha pycckom | Ha KapTOHHOM Nauke NPUCYTCTBYOT HAGMMCH!
A3bIKe YKA3LIBAIOT:

» HauMmeHoBaHWe UpMbl | HaumeHoBaHue UpMbI NPOUIBOAUTENS, CTPaHa
NPOM3BOAUTENA, CTPaHY
» HauMeHoBaHwe dupmsl, | -

OCYLIECTBNAIOWEA  BbiNyCKAOWMNA
KOHTPONb KavecTea, cTpady (B
cnyyae OTAMYMA  OT  (hMpMbi-

NPOM3IBOAWNTENR)

» norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (va
naTnHuLe)

» TOproeoe HaMMeHoBaHWe | TOproBoe HauMeHoBaHue npenapara®
npenapara «®» .

>  MEXAYHAapOAHO® HeNaTeHTOBaHHOEe | MeNLYHAapOAHOe HeNaTeHTOBAHHOE HauMeHoBaHue
HauwmeHoBaHue

»  AO3UPOBKY AosupoBka

» nexkapcTeeHHylo chopmy nexapcTeeHHan copma

» KonudecTBo TabneTok B8 ynakoske konuuecTso TabneTok e ynakoske

» coaepxaHue AeACTBYIOWEero | coaepxaHue AeRCTBYIOLLEro BelecTsa B 0AHOI TabBneTke
BelyecTea B o4Hoil Tabnertke

»  yCnoBuWA XpaHeHuA YCROBWA XpaHeHuA

» «Cobrmiogate  wHCTpykuuio  no | «CoBniojaTe WHCTPYKUMIO MO NPUMEHEHWIO  npenapara,
NPUMEHEHWIO Npenapara, KOTOpas | KOTOPEA HAXOAMTCA BHYTPW YNaKOBKM»
HaxoAuTCA BHYTPY YNakoOBKU»

> «JlekapcTeeHHoe CPEACTBO XpaHuTh | «JlekapcTBeHHOe CPEACTBO XPAHUTL B HEAOCTYNHOM ANA AeTeil
B HEAOCTYNHOM ANA AeTeil mecTel» mecrel»

»  perucTpauMoHHbIi HoMep PEerucTpaunCHHbIA HoMep

»  yCnoBMA OTNYyCKa YCNOBMA OTNYCKa

> HOMEp cepuu 0300621

> AaTa W3roToBNeHWA . 06.2021

» «rofeH Ao...» 05.2024

Crpanmua 3 u3 4
3A0 «bepnun-®apman, 248926, r. Kanyra, 2-it ABTomMobunbHbIA Npoesa, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 809-500. dhaxc: +7 (4842) 909-501 KN AnD0Nn4nn4



BEPJINH-DAPMA
MEHAPUHU

MACTIOPT Ne 649 - 2021

e | Kypantun® N 25, Tabnervkn nokpeiTere NNeHoYHoH 060N0YKOH, 25 Mr

HaumeHoBSHNS tpnakon (120 x 1), nayka KapToHHas

Konuuectso
Homep cepun 0300621 notpe6. ynakoeok | 21 203

B cepuu
flara narorosnenus 05.2021 lopeH po 05.2024
MpouasoacTEO roTOBON NEKapeTBEHHOI hopMbl 3A0 «Bepnun-Papmanr, Poccua
MepeuyHan ynakoeka 3A0 «bepnun-dapmay, Poccus
Bropuunas / notpeburenbckas ynakoska 3A0 «BepnuH-dapmay, Poccus
MpouzsoguTens (Buinyckalowmin KOHTPONL KaYecTea) 3A0 «Bepnun-dapmar», Poccus

HA N NO13897/01-280312; Wam. Ne 1 [ N13897/01-290514;
AHBNUS BBINONKEH N0 | 1. ‘No 2 11 N13897/01-130317: Vam, Ne 3 I N13897/01.090915.

Mpn TemnepaTtype He Bbilwe
Ycnosus xpaHeHus 25 °C B 3aLUMLLEHHOM OT caera | A8Ta NPOBEACHUA | 44 06 2024 _ 06.07.2021

MecTe aHanuaa
Mokasarenu Hopwmbl Peaynbrathl
> WITPUX-KOA, WTPUX-KOA
» cnocob npuMeHeHun ¢nocoB npuMeHeHus
>  «CopepxuT nakrosy» «CoaepxuT nakrosy»
»  «AHTUTPOMGOTUYECKOR CPeACTBO» CAHTUTPOMBOTHYECKOE CPeACTBO»
»  «MmmyHomogynaTop» «immyHoMOYNATOPY

NpumevaHue: Ha NPOU3BOACTBEHHYIO Mpumedanne; Ha NPOUIBOACTBEHHYIO YNAKOBKY
YNaKOBKY MOFYT HEHOCUTRCA;

>  HeBWgUMBbIE 3HaKW 3aLNTHI HaHeCeHbl HEBUAWMBIE 3HAKU 3aLUNTLI

> NpOW3BOACTBEHHBIE KOAbI HaHeceHbi NPOU3IBOACTBEHHLIE KOAbI

P  3TUKETKA KOHTPONA Nepeoro He HaHeceHa aTUKETKa KOHTPONA NepBOro BCKPbITMA
BCKPbLITHA

»  cpeacTBa WAEHTHUKALMK HaHeCeHb! CPeACTBAa WABHTU(MKALMM CUCTEMBI MOHWTOPMHTa
CHNCTEMbI MOHUTOPUHIA 4BWKEHUA ABWKEHNA NEKapCTBeHHbLIX NPenaparos,
NeKapcTeeHHLIX Npenaparos.

CpoK roaHocTH 3ropa 3ropa

3aKniouenme: COOTBETCTBYeT E;agﬁﬁm [ 11 N013897/01-280312; Mam. Ne 1 1 N13897/01-290514;

MUam. Ne 2N N13 1130 Ij\lﬂ - Ne 3 M1 N13897/01-090919 no Bcem nokasatensim.
/:f":.;.'.) \-._,"
Havanbhuk OKK i/ Farnowsunu A.A. 06 07 201
(nara)
Crpanuua 4 ua 4
3A0 «Bepnun-Papmax, 248926, r. Kanyra, 2-it ABToMOGUAbHLIA npoeag, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558

Ten.: +7 (4842) 909-500. dakc: +7 (4842) 909-501 KMN-  an2?an4nn4



