| BEPJINH-®APMA
. MEHAPUHU

NOATBEPXOAEHWE COOTBETCTBUA

Ne 1271- 2025
Toproesoe HaumeHoBaHne Cuodchop® 1000
MexayHapogHoe HenaTeHToBaHHoe MErdcExii

HanMmeHoBaHue

TabneTku, NOKpbITbie nneHoyHoi obonoukom, 1000 mr (ynakoBka

®opma Bbinycka AYeiikoBas KOHTYpHas), 15 X 4 (nauka KapToHHasi)

Homep cepun 5461225

KonuyectBo noTpebuTenbckux 6912

ynakoBOK B CEpK

[ara uarotroBneHus 08.12.2025

Cpoxk rogHocTK 08.12.2028

lpon3BOACTBO rOTOBO 3akpbiToe akuunoHepHoe obecTeo «BepnuH-Papmay», Poccus
NEeKapcTBEHHOW hopmbl 248926, Kanyra, 2-i AeTomo6unbHBIA npoesa, 4. 5, Poccns

3akpbiToe akuuoHepHoe obwecTtBo «bepnuH-®apma», Poccusa

AIEEEahe y et omn 248926, Kanyra, 2-in ABTomMoBunbHbIl Npoess, A. 5, Poccus

BropuuHasi/noTpeburernbckas 3akpbiToe akumoHepHoe obiecteo «BepnuH-dapmar, Poccus
ynakoska 248926, Kanyra, 2-i1 AsTomoBuneHLIA Npoesa, Aa. 5, Poccus
Mpounssoautens (Bbinyckaiowywii 3akpbIToe akuMoHepHoe o6lecTso «BepnuH-dapma», Poccus
KOHTpONb KayecTea) 248926, Kanyra, 2-in AsTomobunbHbIl Nnpoesa, A. 5, Poccus

Homep v aaTa perncTpaumnoHHoro

yZOCTOBEPEHMS NM-Ne(004034)-(Pr-RU) ot 18.12.2023

HanmeHoBaHue v agpec aepxarens | Jlabopatopus MN'ywaotTn C.n.A., Utanus
perncTpaunoHHOro YAOCTOBEPEHNUS Bua JlneopHese, 897, 56122 Jla Bettona, Mu3a, Utanua

HopmartuBHas gokymeHTauus JIM-Ne(004034)-(PT-RU)-140425

HACTOALLUWM OOKYMEHTOM Mbl NOATBEPXXOAEM:

- MPOW3BOACTBO, XPaHEHUE M KOHTPOMb BbILLEYKA3aHHOW CepuM TOTOBOW MPOAYKUWM OCYLLECTBNEHbI B
cooTBeTCTBUU C TpeborarnusAMu peleHus Coseta EBpasuiickoi akoHomudeckon komuccum ot 03.11.2016 N
77 «O6 yTBepxaeHuu [NpaBun Hagnexaiuei NpoM3BOACTBEHHOW NPaKTUKU EBPasUCKOro 3KOHOMUYECKOro
cotosa» e OBl g

- Cepus NekapCTBEHHOro Npenapara CoOTBETCTBYET TPEGOBaHNSM, YCTaHOBNEHHBIM NMPY €ro rocyAapCTBEHHOI
perucTpauuu sy T,

YnonHomoueHHoe nuuo  Anekceesa C.M. | !

CeepeHun o6 artectayun

Mpukas MuHzgpasa Poccuu Ne 230
ot 19.03.2021

CtpaHuua 1 13 1

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-i1 ABTomobunbHblii npoesg, 4. 5 OIPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WUHH: 7714033558
Ten.: +7 (4842) 909-500, dakc: +7 (4842) 909-501 KMr: 402901001




Vi

 BEPJIUH-®APMA
MEHAPUHUA

MACMOPT Ne 1271 - 2025

Cuodop® 1000, TabneTku, NOKPLITLIE NNIeHOYHOM o6onoukol, 1000 mr

HaumeHosaHue L
(ynakoBKa siueiikoBasi KOHTypHan), 15 x 4 (nayka KapTOHHanA)
KonuyectBo notped.
Homep cepuun 5461225 VIR EGR cend 6912
[ara nsrotoBnexHus 08.12,2025 lfopeH Ao 08.12.2028

Mpon3BoacTBO roTOBOW NeKapcTBEHHOW (hopMbl

3A0 «BbepnuH-bapmay, Poccus

lMepBrnyHas ynakoeka

3A0 «bepnuH-®apmay, Poccus

BropuuHas / noTpebutensckas ynakoska

3A0 «bepnuH-®apmay, Poccus

Mpoussogurens (BeinyckaroLyuit KOHTPOIb KayecTea)

3A0 «bepnuH-®apma», Poceus

AHanun3 BLIMOMHEH NO

H NN-N2(004034)-(Pr-RU)-140425

Mpu Temnepatype He Bbille [ara  npoeegeHus
Ycnoeusa xpaHeHus 25 °C B 26.12.2025 - 21.01.2026
MoxkasarTenu Hopmbl Pe3ynbraTthi
Mpogonrosarbie TabneTtkw, Genoro Mpoponroeateie TabneTtkw, Genoro UBeTa NOKPLITLIE MNEHOY-
LiEeTa NoKpbIThie NneHoyHoii obonoy- HOW 0BONOYKOA C KNMHOBUAHLIM yrnyGneHuem «snap-tab» Ha
OnucaHne KOW C KNWHOBMAHBIM YrnybneHvem OAHOM W pUCKoii Ha Apyroil cTopoHe TabneTku.
«snap-tab» Ha 0fiHOI 1 pUCKoi Ha
APYroi cTtopoHe TabneTtku.
Bpems yaepxusaHua OCHOBHOMO nuka | Bpema yaepXvBaHMA OCHOBHOrO NWKa Ha Xpomartorpamme
Ha XpoMaTorpaMme MCNbITYEMOro MCNBITYEMOTO PacTBOPa COOTBETCTBYET BPEMEHW YAEpXuBa-
pacTeopa A0MKHO COOTBETCTBOBATL HUA OCHOBHOIO MMKAa HA XPOMATOrpamMme CTaHAAPTHOIO pac-
WaeHTnukaums

BPEMEHW YAEPKUBAHWA OCHOBHOMO
nuKa Ha xpomarorpamMme cTaHgapTHo-
ro pacteopa MeTdopMnHa.

TBOpa MET(OPMUHE.

OaHOPOAHOCTE MacChl

CpepgHsna macca:
1,117 r+5% (1,061 - 1,173 1)

18/20 He Bonee + 5 %;

2/20 He Bonee + 10 % oT paccunTaH-
HOI CpeaHein macchl

1,106 r
Or-2%p0+2%

MoTepsa B Macce Npu BbICY-

i He 6onee 3 % 1%
Pacnapaemoctb He 6onee 30 MuH 12 muH
Pacreopenve He metxee 80 % (Q) yepes 30 muH 98 %
Mpumeck A (UuaHoryaHwamuH) - He 0,01 %
Gonee 0,02 %;
TNoban eguHnyHan HeuaeHTuduumpo- | < 0,05 %
Mpumec BaHHas npuMeck — He Gonee 0,1 %:
Cymma HenaeHTUULMPOBaHHbLIX < 0,05 %

npumeceii — He Bonee 0,3 %.

OaHOPOAHOCTE EAuHML

MapameTp npuemnemoctyn ana 10
eAuHUY aosnpoBaHuA < 15,0.

MapameTp npuemnemoctyn Ans 30

2.9 (ana 10 eguHKAL)

A03npoBaHnA eAnHNL 4o3npoBaHna < 15,0 N HK
OfHA U3 efWHUL, A03MPOBaHUA He
meHee 0,75M v He Gonee 1,25M.
MukpoBuonoriuyeckan Kareropus 3A: Karteropua 3A:
yucroTa:
— O6uee uncno aapobHbix He Gonee 10° KOE B 1 r (mn) <10KOE B 11 (mn)
MUKPOOPraHu3MoB
- ObLee YMcno gpoxoKe- He Bonee 10° KOE 8 1 r (mMn) <10 KOE B 11 (mm)

BbIX W1 NNECHEBLIX rpubos
— Escherichia coli

oTcyTeTeue B 1 1 (mn)

Otcytersyet B 1 1 (Mn)

KonwuecTteeHHoe
onpejeneHue

Ot 950,0 mr go 1050,0 Mr meTchopmu-
Ha rugpoxnopuaa B 1 TabneTke

(95 % — 105 % oT 3aABNEHHOro COo-
AepXaHus).

994,7 mr

(99 %)

Crtpanuua 1 13 2

3A0 «BbepnuH-dapmar, 248926, r. Kanyra, 2-in ABTomobunbHblil npoesa, a. 5

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

L
WNHH:
KIrt:

1027739581968
7714033558
402901001



' BEPJINH-®APMA
| MEHAPUHU

MACTIOPT Ne 1271 - 2025

Cuodop® 1000, TabneTku, NOKPLIThbIe NAEHOYHOK oGonoukon, 1000 mr
tiEsoRdEMe (ynakoBka A4yeiKkoBasA KOHTYpHasA), 15 x 4 (Nayka KapToHHasn)
KonuyectBo notpeb.
Homep cepum 5461225 YNaKOBOK B CepH 6912
[ara usrotosneHus 08.12.2025 lopeH o 08.12.2028

Mpon3BOACTBO rOTOBOI NEKAPCTBEHHOW hopMmbl

3A0 «bepnuH-®apmay, Poccus

MNeperyHasa ynakoBka

3A0 «bepnuH-®apma», Poccus

BropuyHas / noTpebutensckas ynakoska

3A0 «bepnuH-®apmayx, Poccus

Mpouzsogutens (BoinycKaroLWii KOHTPONb Ka4YecTsa)

3A0 «bepnun-Papma», Poccus

AHanuna BbiNONHEH Mo

HA NIN-Ne(004034)-(Pr-RU)-140425

Mpyv TemnepaType He Bbile

Ycrnoeus xpaHeHus 25 °C

Dara
aHanusa

MPOBEACHNR | 26.12.2025 - 21.01.2026

Mokazarenu Hopmbi

Pesynbrathi

Mo 15 TabneTok B KOHTYPHYK A4eiiko-
BYIO ynakosky (bnucrep)
[MBX-nnexka/donbra anloMmuHuesas).
Mo 4 ©Onuctepa C  NACTKOM-
BKNaZbLILLEM B KAPTOHHOI nayke.

OnucaHue VYNaKoBKK

Mo 15 TabneTok B KOHTYPHYIO AYeiikoBYIO ynakosky (6nucTep)
[NBX-nnexka/onbra aniomuHvesan). Mo 4 6Gnucrepa ¢
NUCTKOM-BKNajbillem B I(apTDHHOﬁ nadke.

Cm. pasgen 1.3.2 Moayna 1 peru-

MapxkupoBka CTPaLWOHHOrO 40ChE.

B cooteetcteMM ¢ maketamwn JIM-Ne(004034)-(Pr-RU) ot
18.12.2023

Cpok rogHoCTH 3 ropa

Jropa

3amioueHne: COOTBETCTBYET TPebOBaH)

sy,

AN,
AupexTop no kavyecTsy | |
-

KaraeBa E.M.

A O A6

{para)

CrtpaHuua 2 u3 2

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-in ABTomobunbHbIiA npoesa, 4. 5

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

OrPH: 1027739581968
MHH: 7714033558
KMr: 402901001




