M

bEPJINH-OAPMA
MEHAPUHH

NACMOPT Ne 143 — 2023

HaumeHoraHKe J3eTpon®, Tabnetku, 10 Mr (6nnctep) 14x2 (Nauka KapTOHHas)
Konwyectso nortpeb. 11

Homep cepun 1536436 YNIaKOBOK B CEpiA 96 115

Data usrotoBneHms 08.02.2022 FoneH oo 08.02.2025

[MponaBoOACTEO rOTOBOI NEKAPCTBEHHOR hopMbL

MCH WHTepHawHn MmEX (MyapTo-Puko Bpaxy)
JUIC, MyapTo-Puko

MepBuuHas ynakoska

OpraHcH ®apma (HOKeit) Numutes, CoefmHeHHoe
KOpPOIEBCTBO

BTopuyHas / noTpebutenbckas ynakoeka

3A0 «bepnun-tapmar, Poccus

MpouseoguTens (BbinycKaioWKiA KOHTPONb Ka4ecTsa)

3A0 «bepnuH-Papmar, Poccus

AHanus BbiNoSIHEH NO

HAO N N015754/01-301117; Nam.

Ne 1 N NO15754/01-180820;

Mam. Ne 2 1 N015754/01-150321; N3m. Ne 3 1 N015754/01-071021.

Mpwn Temnepar He Bbitll

YeroBus xpaHeHus py paType He Buiue | [lata  nposeneHus | g9 09 2023 — 15.02.2023
30 °C. adanusa

fNokazarenn Hopmbi Peszynbrathi

OnucaHwne TabneTkn kancynoeuaHon opmel, OF .
Genoro no nowtu Besoro useTa, 6| L0 e e, e v
rpaBMpPoBKOM «414» Ha 04HOR CTo- roﬁ
POHE M rnagkne Ha Spyroid. Apyrou.

MoaRMHHOCTE BpemA yfepHvBaHuAa OCHOBHOTG NUKA

H& XPOMaTOrpamMme UCMLITYEMOro
pacTBsopa AOMKHG COOTBETCTBOBATh
BPEMEHH YASDHUBAHWA NNKE J3ETH-
muGa Ha XpoMaTorpaMme CTaHaapT-
Horo pacteopa (RRT 1,00+0,02).

Bpema yaepivBaH#s OCHOBHOTO NUKA H2 XPOMATOMPAMME WCNbI-
TYEMOro pacTeopa GOCTBETCTBYET BpeMEH YAEPHGBAHWA NKa
23eTMMuUba Ha XpoMaTorpaMMe CTaHaapTHOro pacteopa (RRT
1,00}

OfHOPOAHOCTE Macchl

18/20 Tabnetok He Gonee £ 7.5 %
2120 TabneTok: He Gonee + 15 %

Or-28%po+23%

Bopa Ot 3,0% po 7,5%. 36 %

PacteopeHue He menee 80 % (Q) azetumuba o
3AABNEHHOTO CcofepXaHnAa yepes 30 101 %
MUH.

PopcTteeHHble npumecn SCH 59566 — He Gonee 0,2 %; <001 %
SCH 57871 — He Gonee 0,2 %; <0,01 %
EannuuHan HengenTudnuspoBaHHan <001%
npumecs — He Gonee 0,2 %,; !
CymMma HeWaeHTUhHLIMPOBAHHBIX NPH- <0.01 %
meceR — He Gonee 0,3 %; !
Cymma npumeceii — He Gonee 0,5 %. <0,01%

MukpoSuonorndeckan
YACTOTR,

- Ofwee yncno aspobeix
Gakrepuit

- Obuwee yucno rpubos

— Escherichia coli

KaTeropus 3A;

He Gonee 10° KOE B 1 1 (mn);

He Gonee 10° KOE B 1 1 (mn);
otcytctBue B 1 1 (mn).

<100 KOE B 1T (mn)

<H0KOE B 11 (mn)
Qreyreteve B 1 1 (Mn)

Ana 10 ta6neToxk nokasatens npuem-
nemoctu (AV) aonxeH ObiTe He Gonee
15,0.

2.8 (ann 10 eguuny)

OaHOpOAHOCTE
Ona 30 Tabnerok nokasatene npuem- | -
AOSNPOBAHNA nemocty (AV) gonkeH GbiTe He Gonee
15,0 npu ycnosun, yro 0,75 M < X, <
1,25 M.
KonnvecreeHHoe Or 93,0 % ac 107.0 % ot 3asBneHHo- 99.1 %
onpeaeneHue o COAEpXaHuA. '
Ynakoska Mo 14 tabneTtok B Bnvctep us nneHry | Mo 14 Tabnetok B 6nucTep ua nneHk MNMBX/Aknap® u donbru

I'IBXIAKnap® 1 honbri anioMUHUEB0M.
Mo 2 BnucTepa BMecTe C UHCTPYKUMER
no NPUMEHEHNIC NOMELLAIOT B KAPTOH-
HYK) nauky.

NPUMEYAHME: MoxeT npucyTcTao-
BaTk KOHTPONb BCKPBITUA YITAKOBKM.

aroMUHNEBOA.

Mo 2 GnmcTepa BMECTE G UHCTRYKLMEHA MO NPUMEHEHWIO no-
MELEHO B KAPTOHHYIO Nauky.

He HaHeCeHa ITUKETKA KOHTPONA BCKPBITUA YNAKOBKW,

CtpaHuya 1 13 3

3A0 «bepnuH-dapmar, 248928, r. Kanyra, 2-i ABTomobunbHbId npoesg, g. 5

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

OrPH: 1027739581568
WUHH: 7714033558
Knn: 402901001




M

BEPJ/INH-OAPMA
MEHAPHHHA

MACIMOPT Ne 143 — 2023

HawmeHoBaHue 33etpon®, Tabnetkw, 10 Mr (6nucTep) 14x2 (nayuka KAPTOHHas)

Homep cepnu 1536436 Koniuecteo  noTped. | g¢ 445
YyNakoBOK B CEPUK

Nara naroroBneHus 08.02.2022 logen go 08.02.2025

MpoussoACTBO rOTOBOW NEKAPCTBEHHON (hOPMBI

MCA WUHTepHawHn TMEX (MyapTo-PUko Bpany)
JINC, Myapto-Puko

MNepeudHan ynakoeka

OpravoH ®apma (KOKeit) Numnten, CoepuHeHHoe
KOPONEBCTBO

BropuyHas / noTpebutensckan ynakoska

3A0 «bepnun-®apmar, Poccus

Mpoussogurens (Boinyckarowuil KOHTPONb KavecTsa)

3A0 «bepnunh-Papmay, Poccna

AHanu3 sbINONHEH No

HO M N015754/01-301117; Uam.
Wam. Ne 2 F1 NO15754/01-150321; Mam. Ne 3 I NO15754/01-071021.

Ne 1 M NO15754/01-180820;

YenoBus XpaHeHus l'lplg TeMneparype He Bbllle Oarta npoBeReHus 09.02.2023 — 15.02.2023
30 °C. aHanusa
MokasaTrenmu Hopmbt PesynbTaTtsl
Mapkuposka Ha nepBuyHOM ynakoBke (bnucte-

»

>
>

>

v v

A2 4

v

pe} Ha PYCCKOM A3bIKe YKa3hiBawoT:

TOProBOE Ha3BaHve Dpenapara ¢
npeaynpeSuTensHoOiA  Mapkupos-
Kol &

MEXAYHAPOAHOE HenaTeHToBaH-
HOE HasBaHwe

NEKAPCTBEHHYIO HopmMy
AO3NPOBKY

norotun komnaHue MSD (rpadom-

Jyeckwi cumeon w atbpesuartypa
Ha NaTHHULE)

HOMEP Cepun
AATY CHOHYAHWS CPOKA NMOAHOCTHU

Ha BTOpMYHON ynaxoBke (KaproH-
HOM NaYKe) Ha PyCCKOM R3bIKe yKa-
3bIBAOT:

TOproBoe HaseaHie npenapata ¢

npeaynpeaUTensHON  MapKkupoB-
Kol @&

MEXAYHAPOAHOE HEeMaTEHTOBAH-
HOE Ha3BaHne

B O3UPORKY

NeKkapcTBeHHYIO (hopmMy

KorMYecTeo TA0NETOoK B ynaxoeke
HasBaHWe W cojepxaHwe Jaeil-
CTBYIOLIETO BelUecTea B ORHOM
TabneTke B Mr

cnocob npumeHeHus («fina npu-
eMa BHYTPb»)

Haanucu:

«lipenaparT COAEPXWUT NaKTo3bl
MOHOMMAPAT 1 Apyrue BEnomora-
TenbHble BelecTEa, YKasaHHHe B
nprnaraemoii UHCTPYKUMN»
«lNepen, npuMeHeHMeM O3HAKOMb-
TECb C NpunaraeMoll MHCTPYKLUMN-
e#»

«XpaHWTb B HEAOCTYNHOM j4na
AETel MecTen

YCTOBUS XpAHEHUA

YCNOBUA OTNYCKa
noroTun komnadum MSD (rpadwm-

yeckuid cumeon u abbpesuartypa
Ha naTuHuue)

TOprOBOE Ha3BaHue npenapara ¢ npeaynpefjuTenbHOR Mapku-
poBKOA &

MEXNAYHapOAHOE HENAaTeHTOBaHHOE HalsaHue

neKapcTBeHHas copma
AO3MPOBKa

norotun komnaHum MSD (madmqeckuii cumeon 1 ab6pesuarypa
Ha naTuHuile)

1536436
080225

TOProBOE HA3BaHWE Npenapara ¢ NpeaynpeAuTenbHON Mapku-
poBroil ®

MeXAYHapoAHoe HenaTeHTOBaHHOe Ha3BaHne
BO3MPOBKE

neKkapcTBeHHasn thopma

konuyecrso Tabnetok e ynakoske

HA3BAHWE W COAEPaHWe AeACTBYIOWEro BeWwecTsa B OgHON
Tabnetxe 8 Mr

¢noco nprumeHennna («0na nprema BHyTpb»}

«Mpenapar COAEmKNT NaKTO3! MOHOTUAPAT 1 APYTUE BCROMOra-
TenbHLIE BELLECTEA, YKA3AHHbIE B NPUNATaeMOoil MHCTPYKLANY

«lepes npumeHeHWeM O3HAKOMETECH C APWIAraeMoil MHCTPYK-
Lei»

«XpaHnTL B HEAOCTYNHOM SNA AETelt MecTe»

YCROBMA XpaHeHUA
YGROBUS OTMycka

norotun komnadun MSD {rpadmueciuii cumeon w abBpesuartypa
HA NaTUHWULIE)

Ctpannua 2 w3 3

3A0 «bepnuiH-Papmar, 248926, r. Kanyra, 2-it ABToMoOUnbHLIA npoesg, a. 5

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

OrPH: 1027739581968
WHH: 7714033558
Knn: 402901001



W bBEPJ/INH-®APMA
V' MEHAPUHH

MACIOPT Ne 143 - 2023

HaumenosaHue 33e‘rpon®, Tabnetku, 10 mr (6nucrep) 14x2 (nauka KkapTOHHAA)
Konuyecteo notpeb.
Homep cepun 1536436 yNaKoBOK B Copui 96 115
Aara uaroTosneHus 08.02.2022 FoaeH go 08.02.2025
& = MCI WuTepHawHn MoX (MyapTo-Puko bpaHy)
MNpOU3BOACTBO MOTOBOHA TEKAPCTBEHHON (POpPMBI TIC. MyapTo-Puxo

FlepBudHan ynakoaka OpraHoH ®apma (IOKeit) NumuTen, CoeguxeHHoe

KOpONEeBCTBO
BropuyHas / notpebutenbcras ynakoska 3A0 «Bbepnun-dapmar, Poccus
RpoussoguTens (BeinyckatoLmii KOHTPONb Ka4YecTea) 3A0 «bepnuH-Papmayr, Poccus

HO M NO15754/01-301117; WMam. Ne 1 1 NO15754/01-180820;

AHBINS BLINOMHEH MO | 1y, Ne 2 M ND15754/01-150321; Wam. Ne 3 1 NO15754/01-071021.

MNpw TemnepaTtype He BellLE Oata  npoepexuns 09.02.2023 — 15.02.2023
30 °C. aHanusa i -

Ycnosus xpaHeHus

MokasaTenu Hopmbi PesynbraThi

» norotun  komnaHuu  «BepnuH- | norotun komnaHuK «BepnuH-Xemn MeHapuHus (rpacuyeckmil
Xemu MeHapuHur (rpadpuueckuii | CAMBON M HA3BAHWE HA NATUHWLE) U HAANMUCL «OdNLNANBHbINA
CHMBOJN W HA3BaHWe Ha naTtuHuue) | naptHep 8 Pd: Bepnun-Xemun AT, MlepManna»

1 Hagnuce «OtuuraneHelil NapT-
Hep B P@®: Bepnun-Xemu AT,
Fepmanna»

¥ HazBaHue n CTpaHy IOPUAMYECcKO- | Ha3BaHWe W CTPaHA IOPUANMECKOrD NMLA, HA UMA KOTOPOro Bbina-
Fo NWYa, Ha UMA KOTOPOFO Bbifa- | HO PY

HO PY

> KOMNEHWA NPOM3BOJAMTENA W YNa- | KOMMAHUW APOU3BOAUTENS W YTIAKOBLUMKE
KOBLYUKa

» HOMEp perucTpauMOHHOIO YAO- | HOMEP PErCTRaLMOHHOTC YAOCTOBEPEH S
CTOBEPEHMNA

> Homep cepumn 1536436

» jaTty npou3BOACTBA 080222

¥ AaTy OKOH4AHWA CPOKA rogHOCTH 080225

¥ WTpMX-KOg LUTPUX-KOA,

»  BHyTpeHuWii{e) Koa(bl) NpoAyKTa BHYTPEHHUE KOALI NPOAYKTA
MNpumevaHue: AGONOAHWMENsHO Ha
8MOPUYHYIO YITAKOSKY HAHOCAIMCST.

¥ cpefcTea  maeHTUMKALMW  CU- | HAHECEHBI CPEACTRA MASHTUDNKALMM CHCTEMBI MOHUTOPWHIA
CTeMB! MOHWTOPWHFA ABWMNEHWSA | ABWKEHUA NEKAPCTBEHHEIX MPEenapaTos,

NEKapCTBeHHBIX npenapatoe
(GTIN, SN, AsyXMepHbtd WTPU-
chOBOM KOA).

CpoK rogHocTH 3roga 3ropa

3aknyenme: coOTBETCTBYE peﬁdmaﬂmw HA M N015754/01-301117; U3m. Ne 1 I N015754/01-180820;
Mam. Ne 2 N, &15754!0f 1*&0321 Kiam. Ne 3 [T N015754/01-071021 no Bcem nokKazaTensm

KavecTBa. /

i~

if 'ff “BE}”?' 11 _

o | IHAPM A a 9
Hauanbhuk OKK 3 MA I”r'al'JTOII.IBMHAA 15, 12 1B

CipaHmua 3 us 3

3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-i AeToMoBunsHeIA Nnpoesg, o. 5 OIrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 909-500, chakc. +7 (4842) 909-501 KMrn: 402901001



M

BEPJ/INH-®APMA
MEHAPHUHUA

NOATBEPXAEHWUE COOTBETCTBUA

Ne 143 - 2023

Toprosoe HanMeHoBaHwe

3zetpon®

MexnyHapoaHoe HenaTeHTORaHHOE
HaumeHoBaHue

JzeTUMNd

dopma BhiTyCKa

Ta6netku, 10 Mr (6nuctep) 14x2 (nayka KapToOHHaA)

Homep cepun 1536436
KonuyecTtso noTpebuTenbCrix 96 115
YNAKOBOK B Cepumn

[ara uaroTosBneHuns 08.02.2022
Cpok rogHoCTH 08.02.2025

MponasoacTBO roTOBGIH
NeKapcTseHHol hopmb

MCI UnTtepHawnn MmEX (MyapTo-Puko Bpany) JIAC, MyapTo-Puko
Pridco Industrial Park, State Road 183, Las Piedras, Puerto Rico 00771, Puerto
Rico

MepBr4Han ynakoeka

OpraHoH dapma (KOKei} Aumnten, CoegnHeHtoe KoponescTeo
Shotton Lane, Cramlington, NE23 3JU, United Kingdom

BropuyHas/noTpeburensckas
ynakoBka

3A0 «bepnun-dapmar, Pococun
248926 r. Kanyra, 2-ofi ABTomoGUNbHLIA Rpoess, 4.5

MpouseoguTens (Beinyckaowmii
KOHTPOMNb Ka4ecTea)

3A0 «bepnuH-®apma», Poccus
248926 r. Kanyra, 2-oi AsTomobunbHE Npoesn, A.5

Homep u aata permcTpalaoHHoro
YAOCTOBEPEHKA

M NO15754/01 o1 04.06.2009
Jara nepeocopmnenua 07.10.2021

HaumeHoBaHWe W agpec gepiarens
perucTpaLMoHHOTO YAOCTOREPEHIS

Wepunr-Nnay Na6o H.B., benbria
industriepark 30, B-2220, Heist-op-den-Berg, Belgium

Hopmaruedan SokyMeHTaLluA

HO N N015754/01-301117; Wam. Ne 1 1 NO15754/01-180820,
Wsm. Ne 2 T NO15754/01-150321; U3m. Ne 3 1N NO15754/01-071021.

HACTOALNM NOKYMEHTOM Mbl NOATBEPXXOAEM:

- NpPOW3BOACTBO, XPaHEHWEe W KOHTPOMb BbllLEYKA3aHHOW cepuv TOTOBOW NPOAYKUMW OCYLIEeCTBNEHbl B
COOTBETCTBUM C TpeGoRaHnAMK Mpukasa MMHI‘IpOMTOpI'a Poccvm oT 14 vioHa 2013 r. N 916 «FflpaBuna

- Cepua  neKapcTBEeHHOro
rocyfapcTBeHHON perucTpauvn

YRONHOMOYEHHOE NNLIO

CeepeHnn of aTTecrauum
Mpukas Muxagpasa Poccum Ne 230
oT 19.03.2021

npenapara

Kataesa E.M.

5) u peLleHus CoseTa EBpa3mmcxow

YCTAHOBMEHHbIM  NpW  €ero

X 3, 2223

Aata

3A0 «BepnuH-Papmax, 2489286, r. Kanyra, 2-it ABToMoGuUNbHBIA Npoe3g, A. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

Sl CtpaHuua 1 m3 1
OIPH: 1027739581968
WUHH: 7714033558
KNN: 402901001




