BEPJINH-®APMA
MEHAPUHUA

NOATBEPXOEHUE COOTBETCTBUA
Ne 294 - 2026

Toproeoe HauMeHoBaHue rmu6omer®

MexayHapogHoe

+
HenaTeHToBaHHOE HauMeHOoBaHue LoMtarnamun METQJOPMHH

TabneTku, NOKpbITbie NNEHO4YHOW obomnoukon, 2,5 mr + 400 wmr

®dopma Bbinycka (koHTYpHas sueikoBada ynakoBka (6Gnucrep)) 20 x 2 (nauka
KapToHHasa)

Howmep cepuu 0040326

Konuyecteo notpeburensckux 14 562

YNaKkoBOK B cEpum

[lata uarotoBneHus 23.03.2026

Cpok rogHoCcTH 23.03.2029

3akpeiToe akunoHepHoe obliecTBo «bepnuH-Papmar», Poccuiickan
depnepaunsn
248926, Kanyxckasa obnacts, r. Kanyra, 2-i AsToMobunbHblii npoesd, 4.5

[Mpon3BOACTBO FOTOBOM
nexkapcTBeHHOW hopmbl

3akpbiToe akumoHepHoe obuwecteo «bepnuH-Papmar, Poccuiickan
MepeuuHas ynakoska depepauusa
248926, Kanyxckas obnactb, r. Kanyra, 2-i AeTomobunbHblid npoesa, 4.5

3akpbiToe akumoHepHoe obuwecTeo «bepnuH-Papmar, Poccuiickan
denepauusa
248926, Kanyxckasn obnactb, 1. Kanyra, 2-i AsTomMobunbHblii npoesgd, 4.5

BropuuHas/notpeburensckas
ynaxoBka

3akpbiToe akymoHepHoe oblectso «bepnuH-®apmay, Poccuickas
denepayus
248926, Kanyxckas obnactb, r. Kanyra, 2-it AsToMmobunbHbli npoesd, 4.5

Mpoussogutens (BbinyckaroLLmii
KOHTPONb KayecTea)

Homep it AaTa PerUCTPALMORHOTO | oy No (006792)-(PT-RU) ot 05.09.2024

yAOoCTOBEpEHUs

HaumeHoBaHue v agpec JlabopaTtopus N'yupottn C.n.A., Utanus,
Aepxarens perncrpalnoHHoro Via Livornese 897, 56122 La Vettola, Pisa, Italy
HopmaTrBHas agokymeHTauus TM-Ne(006792)-(PIr-RU)-050924

HACTOALKM QOKYMEHTOM Mbi NOATBEPHOAEM:

- NPOW3BOACTBO, XpaHeHWe W KOHTPONb BbilUeykasaHHOW Cepuu rOTOBOW NPOAYKUWMM OCYLUECTBMEHbl B
cooTBeTCTBUM C TpeboraHusimu pelleHuna CoseTta EBpasuiickoii skoHOMUYecKon komuccum ot 03.11.2016
N 77 «0O6 yreepxageHun [lpasun Ha,qnen(au.leu NPOM3BOACTBEHHOW NpakTuku EBpasuiickoro
3KOHOMMWYECKOro Co3a» HE S,

- Ccepwsl NekapCcTBEHHOro npenapata (,‘QOTBETCTBye"F \rbeﬁosauum YCTAQHOBMEHHBIM  NpU  €ero
rocyAapcTBEeHHOW peructpauum / .

EH-DAPMA™ 1

Vw'/m
e Ton (2

YnonHomouerHoe nuuyo  Karaesa E.M. |

Ceeperus ob arrectaumn

L(Z A6

Aara

@

Mpukas Munsgpaea Poccun Ne 146 AN
ot 02.03.2026 b
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3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-1 ABTOMOBUNbHLIA Npoesa, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, cbakc: +7 (4842) 909-501 Knrn: 402901001




‘ BEPJINH-OAPMA
' MEHAPHUHU

MACMOPT Ne 294 - 2026

HawmeHoBaHue

Fmu6omeT®, TabneTku, NOKPLITLIE NNEeHOYHOM 060M0Y4KoH, 2,5 mr + 400 Mr (KOH-
TYpHanA AYelKoOBaA ynakoBka (6nuctep)) 20%2 (nauka kKapToHHanA)

Homep cepun 0040326 Konuuecreo notpeo. 14 562
ynakoBOK B CEpUm
[arta narotoeneHus 23.03.2026 lopgeH go 23.03.2029

Mpon3BOACTEO rOTOBOW NEeKapCTBEHHOW (hopMbI

3A0 «bepnuH-®apma», Poccuiickan Pegepauus

lNepeuyHan ynakoeka

3A0 «bepnuH-Papmar», Poccuiickas degepauyus

BropuuHas / noTpebutensckas ynakoska

3AO0 «bepnun-dapma», Poccuiickas degepauus

MpoussoauTens (BbinycKaroLwwnid KOHTPOIb Ka4yecTea)

3A0 «bepnun-Papmar», Poccuiickas Pegepauns

AHanus BbINONHEH No

HA NN-Ne(006792)-(PT-RU)-050924

YCroBus: XpaHeHus Mpu Temnepatype He Boiwe | [lata  NpOBEACHAR | o4 04 2026 - 08.04.2026

30 °C aHanusa
Mokasatenu Hopmbi PezynbTathbl

Onucaxue Kpyrnele aBoskoBbinyknbie TabneTkw, | Kpyrnbie 4BOAKOBLINYKNbIE TABNETKU, NOKPLITLIE NNEHOYHOIR
NOKpLITLIE NNEHOYHOW o6onouykoii, 6e- | obonou4koi, Genoro LBeTa ¢ rpaBMpPoBKOIi «2,5» Ha oAHON CTO-
noro unu noyTu 6enoro UBeTa ¢ rpaBu- | POHE W PUCKOI MEXAY rpasupoBkammn «B» 1 «1» Ha Apyroi
poBKOW «2,5» Ha OAHOW CTOPOHE W | CTOPOHE.
puckoit Mexay rpasupoekamn «B» u
«1» Ha Apyroi cTopoHe.

WaenTudmkauma:

- MeTchopmuHa ruapoxnopus

- MnuBeHknamug,

Bpewms yAepXuBaHWA OCHOBHOMO Nuka
Ha XpoMaTorpamme UCRbLITYEMOro pac-
TBOpa AOMKHO COOTBETCTBOBATL BpE-
MEHU YAEPXMBAHWA OCHOBHOMO Nuka
Ha XpoMaTorpamMme CTaHAapTHOro pac-
TBOpa MeTopMUHA MAPOXNOPHAA.

Y®-cnekrp, CHATLIA B MakcuMmyme oc-
HOBHOro nuka B obnactu ANWH BONH OT
200 po 400 HM, gONMKeH COOTBETCTBO-
BaTk Y®-CnexkTpy, CHATOMY B Makcu-
MyMe OCHOBHOMC nuKa Ha Xpomaro-
rpaMmme CTaHAAPTHOMO pacTeopa MeT-
copMuUHa rugpoxnopuaa, no nonoxe-
HUIO MaKCUMYMOB 1 MUHUMYMOB Norno-
LEHWS.

Bpems ysepiuBaHWA OCHOBHOMO NWKa
Ha XpomarorpaMme UCNbLITYEMOro pac-
TBOpPA AOMKHO COOTBETCTBOBAThH Bpe-
MEHU YAEpXUBAHWA OCHOBHOMO MUKa
Ha XpoMaTorpamme CTaHAapTHOro pac-
TBopa rnubeHknamuaa.

Y®-cnekTp, CHATLIA B MaKCUMyme Oc-
HOBHOTO NuKa B 06nacT ANUH BONH OT
200 go 400 Hm, LONXKEH COOTBETCTBO-
BaTb Y®-CnekTpy, CHATOMY B MaKcu-
MYME OCHOBHOIO NWKa Ha XpoMaro-
rpaMmme CTaHfapTHOro pacrteopa rnu-
BeHknamuaa, No NOMOKEHUIO MaKkCUMy-
MOB 1 MWHMMYMOB NOrNoLEeHUs.

Bpems yAepXvBaHUa OCHOBHOrO NiWKa Ha xpomaTorpamme Uc-
NLITYEMOro pacTeopa COOTBETCTBYET BPEMEHU YAEPKUBAHWA
OCHOBHOTO NKMKa Ha XpomaTorpamme CTaHAapTHOTO pacTeopa
MeTdopMMHA FMAPOXNOPUAA.

Y®-cnekTp, CHATLIA B MaKCUMYME OCHOBHOrO NUKa B oBnactu
ANvH BonH oT 200 ao 400 Hm, cooTeeTCcTBYET YP-CcnekTpy,
CHATOMY B MakCUMyMe OCHOBHOTO NKKA Ha XpomaTorpamme
CTaHAapTHOro pacTeopa MeTopMuHa ruapoxnopuaa, no no-
NOMEHWUIO MaKCUMYMOB U MUHUMYMOB NOTAOLLEHNSA.

Bpems yAepKuBaHWA OCHOBHOMO NWKa Ha XpoMmarorpamme wuc-
NbITYEMOrO pacTBOpa COOTBETCTBYET BDEMEHM YA EPKUBAHWUA
OCHOBHOIO NUKa Ha Xpomarorpamme CTaHAAPTHOrO pacTeopa
rnubeHknamuaa.

Y®-cnekrp, CHATLIA B MAKCUMYME OCHOBHOrO NuKa B o6nacTti
AnuH BonH ot 200 go 400 Hm, cooTBeTCTBYET YO-CnekTpy,
CHATOMY B MakCUMyMe OCHOBHOIQ NMKa Ha XpoMarorpamme
CTaHAapTHOro pactsopa rnubeHknamuga, No NOMNOXEHNIO MaK-
CUMYMOB 1 MUHUMYMOB NOTNOLLEHMA.

CpeaHas Macca 1 0AHOpPOA-
HOCTb Macchi

CpegHss macca Tabnetku:
505,0 mr+5 %;

18/20 Tabnetok £ 5 %);

2/20 Ttabnetok + 10 % ot cpeaxeii
Macchl.

500,0 mr
Or-1%p0+2%

PacnapaemocTb

He Bonee 30 muH

13 MuH
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' BEPJINH-®APMA
M MEHAPUHU

MACMOPT Ne 294 — 2026

RO A FMu6omet®, TabneTku, NOKPbITLIE NNEHOYHON 060NOYKON, 2,5 Mr + 400 Mr (KOH-
TypHas AYeikoBan ynakoska (6nucrtep)) 20%2 (navyka KapTOHHaRA)
Homep cepuut 0040326 Konuuecteo notpeb. | 44 562
yNnakoBOK B Cepun
[ara usrotosneHus 23.03.2026 logeH po 23.03.2029
[pon3BOACTBO rOTOBOA NeKapCTBEHHON hopMbl 3A0 «bepnun-dapmay, Poccuiickas depepauus
MeperuHas ynakoBka 3A0 «bepnuH-®apmar, Poccuiickas deaepauus
BropuyHas / notpebutensckasa ynakoska 3A0 «bepnun-dapmay, Poccuiickan depepauns
MpoussoguTens (Bbinyckatolwuit KOHTPONb KaYecTsa) 3A0 «bepnux-®apmay, Poccuiickaa deaepauus
AHanus BbINOMHEH Mo HAO NN-Ne(006792)-(PI-RU)-050924
Mpw TemnepaType He Bbile Jara  npoBegeHus
BUSA XpaHeHus 5 01.04.2026 - 08.04.2
Ycnosus xp 30 °C el IR 04.2026 - 08.04.2026
MNMokazaTenu Hopmbi PesynbTaTthbi
o
- e o o) o | 102 % eniGemaann)
s 100 % (meTdbopmuHa rugpoxnopua)
Mpumecu CynbthoHamng - He Gonee 1,0 %; 0.1 %
Jioban eauHWYHaA HemaeHTUUUMpo- | < 0,05 %
BaHHaA npuMechb, pOACTBEHHaA Irnu-
BeHknamuay — He Gonee 0,20 %;
Cymma npumeceil, pogCTBeHHbIX M- | 0,1 %
Bexknamngy — He Gonee 1,5 %;
LinaHoryaHuguH — He Gonee 0,02 %, <0,01%
TNioban eguHU4Han HenaeHTuduumpo- | < 0,05 %
BaHHaA NpUMEChb, POACTBEHHas MeT-
chopmuHy — He Bonee 0,10 %;
Cymma npumecei, poACTBEHHLIX MET- | < 0,05 %
chopmuHy — He Bonee 0,50 %;
Moteps B macce npu Buicywu- | He Gonee 4 % 1%
BaHuu
Mukpobuonornyeckas Kateropus 3A: KaTteropus 3A:
yucToTa;
—  Ofwee uncno aspobHbIx He 6onee 10° KOE 8 1 r (mn) <10KOE B 11 (Mn)
MWKpOOpraHmamoe
~  Ofuwee uncno apoxoe- He 6onee 107 KOE B 1 r (mn) <10KOEeB 1r (mn)
BbIX U NnecHeebix rpuboe
— Escherichia coli oTcyTcTBUe B 1 1 (Mn) Otcytcteyet B 1 1 (M)
OpHopogHOCTE eauHML go3un- | AV ana 10 eguruy < 15,0 (L1) 2,6 (ana 10 eguHuu) (rnubeHknamua)
poBanna 4.1 (ans 10 eanHuy) (MeThopMUHA TMAPOXIOPUA)
AV ana 30 eguuny < 15,0 (L1) m Hn oa- | - (rmubeHknamug)
HOTO 3HaYeHWA WHAMBMAYaNbLHOrO CO- | - (METOPMWUHA FMAPOXITOPUA)
Aepxanna B nwboid eguHKLe npena-
para, kotopoe Bbino Gel MeHee yem (1-
L2 x 0,01)M nnu Gonee yem (1+L2 x
0,01)M. L1 paeHo 15,0 u L2 pasHo
25,0.
KonuyecTtBeHHoe MeTdpopmuHa rugpoxnopug
onpesenexHne OT 380,0 Mr 40 420,0 mr/Tab 386,6 mr/Tab.
95 % - 105 % ot sanenexHoro cogep- | 97 %
HaHuA
FnwBenknamug
Ot 2,250 mr go 2,625 mr/rab. 2,509 wmr/Tab.
90 % - 105 % oT 3asBNEHHOro coaep- 100 %
KaHus
Ynakoska Mo 20 TabneTok B KOHTYPHOI AYeiko- | Mo 20 TabneTok B KOHTYPHOI AYeiikoBOW ynakoeke (Gnuctep)
BOW ynakoske (6nucTep) w3 | w3 NBX/N3/NBOX/donbri anomuHuesoit. Mo 2 Gnucrepa ¢
NBX/MN3/MBOX/honbrn  antoMUHUE- | WHCTPYKUMEN NO NPUMEHEHNIO B KAPTOHHOW Nauke.
BoW. Mo 2 Bnncrepa ¢ MHCTPYKLUMER no
NMPUMEHEHWIO B K,apTOHHOI'l"I naJke.
CrtpaHunua 2 u3 4
3A0 «bepnuH-bapmar, 248926, r. Kanyra, 2- ABTomobuneHbIA npoesa, 4. 5 OIrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 909-500, dpakc: +7 (4842) 809-501 KMnr: 402901001



 BEPJINH-®APMA
! MEHAPUHHU

MACTIOPT Ne 294 — 2026

Fnu6omeT®, TabneTku, NOKpPbLITbIE NIEHOYHOH 060M0YKOM, 2,5 Mr + 400 Mr (KOH-

HAUMAHOREHIE TypHas AYeiikoBan ynakoska (6nucrep)) 20%2 (nayka KapToHHasn)

Howmep cepuy 0040326 RomusiserEo inatpet. | 44 ggo
ynakoBOK B cepuu

[arta nsrotoBneHus 23.03.2026 [opeH go 23.03.2029

pon3BoACTBO rOTOBOW NEKapCTBEHHOW (hopMbI

3A0 «bepnuH-bapmay, Poccuiickas degepauus

MepBuyHas ynakoeka

3A0 «bepnuH-®apmay, Poccuiickas depepauus

BropuiHas / notpebutensckas ynakoBka

3A0 «bepnuH-®apmay, Poccuiickas deaepauus

MpounasoguTens (Bbinyckarowwii KOHTPONb KayecTea)

3A0 «bepnuH-®apmar, Poccuiickas denepauus

AHanus BbINonHeH no

HI NN-Ne(006792)-(Pr-RU)-050924

Mpu TemnepaType He Bbille B
Yenosus xpaHeHus po el fata  nposenews 01.04.2026 — 08.04.2026
30 °C aHanuaa
lMokasarenwu Hopwmbi PesynbTathl

Ha 6nuctepe Ha pycckom asbike yka- | Ha GniucTepe Ha pycckom sA3bike yKa3aHo:

3LIBAKOT:

» noroTun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (Ha natu-
Huue)

»  TOpProBOE HaMMEHoBaHue Npena- | TOProBOe HavMMEHOBAHWE Npenapara ¢ npefynpesuTensHoi
paTta ¢ npegynpeauTensHoi Map- | MapkupoBKoh®
KMPOBKOW®

» rpynnupoBoYyHoe HauMeHoBaHue rpyNNPOBOYHOE HaUMeHoBaHne

»  nexkapcTeeHHy dopmy nekapcTeeHHan copma

» A031POBKY A03MpOBKa

> HOMEpP cepuun 0040326

> «rOAEeH J0...» 032029

MpumedaHue: Ha NPOU3BOACTBEHHYIO | MpuUMeyaHue: Ha NPOU3BOACTBEHHYIO YNaKOBKY

YNaKoBKY MOryT HAHOCUTLCS:

»  HeBMAWMEIE 3HAKN 3aLWTHI He HaHeCceHbl HeBUAMMBIE 3HAKW 3T

Ha kapToHHOi na4yke Ha pycckom | Ha kapTOHHOM Mavke Ha PYCCKOM S3biKe yKa3aHo:

A3kIKe YKa3LIBAIOT:

> HaumeHoBaHWe (PUPMbI-NPOU3BO- | HauMeHoBaHWE GUPMLI-NPON3BOANTENA, CTPaHa
AWTENR, CTPaHy

Mapkuposka > HauMeHOBaHWe AepXatens pem- | HauMeHOBaHWE AEepXaTens PerncTPaLMOHHOMO YAOCTOBEPeHNA,

CTPAUMOHHOrO  YAOCTOBEPEHWs, | CTpaHa
cTpaHy

»  norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (Ha natu-
Huue)

»  TOproBoe HaumMeHoBaHWe npena- | TOPFOBOE HaWMEHOBAHWE npenapaTta C npeaynpesuTensHoN
para ¢ npegynpeanTenbHoi Map- | MapKMpoBKOH®
KWPOBKOWE®

» rpyNNUPOBOYHOE HAMMEHOBaHUE | TPYNNWMPOBOYHOE HAUMEHOBaHWE

> A 03UPOBKY AO3NPOBKA

»  nekapcTeeHHylo dopmy nexapcTeeHHan dopma

» KonuyecTeo TabneTok B ynakoeke | konuuyectso TabneTok B ynakoske

> cnocob npuMeHeHua cnocob NpuMeHeHus

> copepxaHue AelCTBYIoWMX Be- coAepaHue AeicTBYIOLUX BELeCTs B ogHol TabneTke
LecTB B 0AHOi TabneTke

» YCOBWA XpaHeHusa YCNOBUA XpaHeHus

> «MepopanbHoe komBunuposaH- | «llepopanbHoe KOMBUHUPOBAHHOE MMNOrNUKEMUYECKOe Cpes-

HOE TUNOIMWKEMWYECKDE Cpefa-
CTBO»

CTBO»
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BEPJ/INH-®APMA

MEHAPUHMU

MACTIOPT Ne 294 — 2026

T mMu6omeT®, TabneTku, NOKPbITbie NEHOYHOM 06ONOYKON, 2,5 Mr + 400 Mr (KOH-
TYpHana AYeiKoBas ynakoBka (6nucrep)) 20x2 (nauka kapToHHan)
Homep cepun 0040326 Konuuectso rnotped. 14 562
YyNaKkoBOK B CEpUM
Hara usrotoBnexns 23.03.2026 loneH oo 23.03.2029

[pon3BoACTBO roTOBOW NEKAPCTBEHHOW (hOpPMbI

3A0 «BbepnuH-Papmar», Poccuiickas denepauus

ﬂepsuq Has ynakoBkKa

3A0 «bepnuH-dapma», Poccuiickan degepauus

BropuyHas / notpebutensckas ynakoBka

3A0 «bepnuH-Papma», Poccuiickan degepauus

MpownssopuTens (BbinyckaoLwmii KOHTPONb KavyecTsa)

3A0 «bepnuH-®apma», Poccuiickana ®egepauus

AHanu3 BbINONHEH No HO NM-Ne(006792)-(Plr-RU)-050924
Mpu TemnepaTtype He Bbille
YCRoBUS XpaHeHus pi paTyp Aata  mpoBeaeHus | o4 04 2026 — 08.04.2026
30°C axanuaa
Mokasarenwu Hopmbi PesynbTarhi
> CobniogaTk MHCTPYKUMIO no npu- | CobnioaaTh WHCTPYKUMIO NO NPUMEHEHWID NpenapaTa, KoTo-
MEHEHWMI0 npenapata, KoTopas | pas HaxOAWTCA BHYTPW YnakoBKu»
HaxXoAUTCHA BHYTPW YNakoBKW»
» «XpaHuTb B HEAOCTYNHOM AnA | «XpaHWTb B HEAOCTYNHOM ANs AeTeil MecTe!»
AeTeit mecre!»
¥ yCnoBWA OTNycka YCNOBMA OTNycKa
> HOMep cepumn 0040326
»  ;ary npousBofcTea 032026
» «TOAGH J0...» 032029
B WX Ko, LUTPWX KO,
Mapkupoeka il o P N
MpumMeuanue: Ha npou3soacTeeHHylo | MpuMeuvaHue: Ha NPOM3BOACTBEHHYIO YNaKOBKY
YNaKOBKY MOrYT HAHOCUTLCS:
>  HEBWAMMbIE 3HAKV 3aLLUThI HE HaHeCeHbl HEBMAMMbIE 3HAKN 3aLUUThI
»  NpOW3BOACTBEHHbIE KOAbI HaHeceHb! NPOU3BOACTBEHHbIE KOAb!
» STUKETKA KOHTpONA Nepsoro HEe HaHeCeHa 3TUKeTKa KOHTPONA Nepeoro BCKPLITUA
BCKPBITUA
.cpeacTea waeHTUMKaLmMK cu- HaHeceHbl CPeACTBa MASHTUCDMKALUIA CUCTEMbI MOHUTOPUHIA
T MOHWTOPHHIA ABIKEHIS ABWKEHUS NEKAPCTBEHHBIX Npenaparos
"'ﬁE!\QpHEEHHbEX npenapaTos
Cpok rogHocTy ";.,it"/ 3ropa < ‘\ 3roaa

3akntoueHue: Jb?rserctﬁxﬁi*%peﬁésﬁq

1“ J“L*Jﬂ_p "JM.
=ik J P

HavyanbHuk OI(K\

Farnowswunu A.A.

H[ NM-Ne(006792)-(Pr-RU)-050924 no BceM nokasaTensam.
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