A

Ekaterina

CantwoTtac ®apma MEX DAPMA
OTT0-EOH-T -A 1
s e Gk CAJIIOTAC rusx
Tn: +49(0)39203 71 0
dakc: +49(0)39203 71 7770
CEPTUOHUKAT COOTBETCTBHS
Koa Ilpoaykra: 508141 ACC (AIILL) 200MG 20 EFT RU
Toprosoe ALL®
HanmenoBanmne:
Crpana Umnoprep: Poccuiickas @enepanms Perncrpanunonnoe [TNO015473/01

HopmaTtusHblii
JOKyMeHT:
JlekapcTBennas
Popma:
Jo3uposka:

Haneuarannas
CepusNe:
Buyrtpennssn
CepunaNe:
Bepinymennoe
KonuuecrtBo:
Ycaosusi XpaHeHHHA:

yaocTtoBepenne No:
[1N015473/01-180914,
HiMeHeHue -2

Tabnerkun wunyume Tun ynakoBku:

Tyba PP

200 MI' O0bem YyHaKOBKH: 20 rabnetok B 1
TyOe

KG4616 Jdara npon3BojacTBa: 28.02.2020

KG4616 Cpok roanocru: 02.2023

25917 eaquHuLL

[1pu Temnepatype He Bbitie 25°C

AxtuHas @apm.CybdcTaHuus:

Aueruauncrenn, ®apaallean I'm6X. Raubling, DE

DE_BY _04_MIA_2019 0032
DE BY 04 GMP 2019 0047

[MpousBoauTeas baak:

I'epmec @apua [Nec M.0.X. Boas(ctepr. AT

MIA number: 481363
Ceprudurkar GMP: 481363-0046

[Mepuunas ¥ nakoBKa:

[epaec Dapma lec m.6.x. Bonwdebepr, AT

MIA number: 481363
Ceprudurkar GMP: 481363-0046

Bropuunas Ynaxkoska:

[epmec Dapua Tee m.6.x. BoabsdeGepr, AT

MIA number: 481363
Ceprindukar GMP: 481363-0046

KoHTpob roToBoit npoayKumnm:

Iepmec Gapma ec m.0.x. Boasdcbepr. AT

MIA number: 481363
Ceprugukar GMP: 481363-0046

Boinyck Cepuu:

Camorac ®apma 'm6X, Barleben, DE

DE_ST_01_MIA_2019_0008
DE_ST 01_GMP 2019 0035

KommeHTapuu K ceprudukary:

HacTosiumm noareepsA a0, 4To NPpUBEICHHAs BbILLE HH(OPMALIUS ABIRETCS JOCTOBEPHOH K TouHol. [lapTua HToii npoaykunn
Obi1a MPOM3BE/ICHA. BKJIKOUAS YITAKOBKY/MAPKHPOBKY M KOHTPO/IbL KAYECTBA. HA BLILICYIOMAHYTHIX [I0ILAAKAX TPOH3BOICTBA B

MOHOM COOTBETCTBUH ¢ TpeGoBaHuAMU GMP. MeCTHOTO peryIMpyIoLero oprana u tpedosaHnsamu Peructpaunontoro
Y 10CTOBEPEHUA CTPaHbl HMIIOPTEPA KW HOPMATHBHOM 1okyMenTaunu aas U
Cepus o6paboTana. yMakoBaHa v MPOaHATM3MpoBaHa B cooTsercTBuM ¢ GMP.Cepus npoananniuposana, yilakopata u
MPOMAPKHPOBAHA B COOTBETCTBHM ¢ Bhile yrnomaHyThiM Hopmatusnbivm Jlokymentom ais Poccuiickoit ®eaepaumu.

KommenTtapuu:

HMA 1 J0/KHOCTD JIHLUA OTBETCTBEHHOIO 34 BLINYCK CePHH

Jara: 14.05.2020

Ap. Ansdepr Xecce .-

YNOJIHOMO4Y€HHOE JTHIEO

IMoanucek:

&

" Crpanigd 11




Canwrtac ®apma 'M6X
Otro-BoH-Tyepuk-Annee 1
39179 bapneben/ Nepmanus
Tnd: +49(0)39203 71 0
dakc: +49(0)39203 71 7770

CAJIIOTAC

DAPMA
I'm6X

CEPTU®UKAT AHAJIM3A

Koa MNMpoaykTa: 508141 ACC (ALIL) 200MG 20EFT RU
Toproeoe AR
HaumeHoBaHue:
HopmaTuBHbIi [TNO15473/01-180914,
JlokymeHT: u3MeHeHue -2
JlekapcrBennas Popma: Tadnetkn wunyuue Tun ynakoBKu: TyGa PP
Jlo3HpoBKa: 200 MIT O6bem yNakoBKH: 20 rabnetok B | TyOe
CepunNe: KG4616 Buyrpenunn CepusNe: KG4616

[Moka3aTenn Hopmbl PesyabTar
Onucaunue: Kpyraeie TabneTkn 61010 UBETA ¢ 3anaxomM CootpercTByeT

OpraHonenTHHecKHit

BrewHnii BHA pacTBopa;
BusyaibHblii

[MoaIHHHOCTE:
Auernaunctent (B2XKX/konanuecTeeHHoe
ornpejeseHHe)

CpeaHsis MACCA W OJIHOPOAHOCTB M0 Macce:

(' X1, uzganme 2. crp 154 Esp.®. unm
Esp.®)

TeepaocTb:

HHcTpyMeHTAIbHbI

PacnagaemMocTb:

Epp.®.

pH pactBopa*:

(' XI1 . yacte I, c1p.89 uam Esp.®. 2.2.3)
PoacTBeHHBIE COeIMHEHHA® ¥ !

(BIWKX)

L-uucTuH

L-uMCcTHH

N,N’" — auameTun-L-umcTHH

N,S" — anauerun-L-umcrenn

EAUHUYHAA HEWICHTUPHMUMPOBAHHAS
IPHUMECh

CyMMa HeHASHTH(HIIHPOBAHHBIX NPUMECEi

CymMMma npuMmeceit

KoaunuecTseHHoe onpeaeenue:
(B2XKX)

eeBHKH. Bo3mokHo Hanuune cnadoro
CCPHOTO 3alaxa.

BecupeTHbIH Npo3pauHblit pacTBOP € 3a1aXoM
eweBUkH. BosmoxkHo Hanuuue ciadoro
CEPHOTO 3araxa.

Bpewms yaepkaHus 0CHOBHOTO [THKa Ha
XPOMATOIPAMME HCTILITYEMOrO pacTropa 2
JI0JIAHO COOTBETCTBOBATL BPEMEHH
VIEPAKMBAHHS MUK AUCTHILHCTEHHA Ha
XpaMOTOrpaMMe CTaHAAPTHOTO PacTBOPA,

1240 mr £ 5%:(ot 1178 - 1302 mr);
18/20 tab £ 5%, 2/20 £ 10%

v

30N
He Gonee 5 munyt

8 4

He Gonee 0.5 %
He 6onee 0.5 %
He donee 3,0 %
He Gonee 1.0 %
He Gonee 0.5 %

He 6onee 1,0 %
He donee 3.5 %
180.0-210.0 mr/Tab

(90,0 — 105 % o7 3a8BAEHHOrO COAEpPKAHHA
AUETHILMCTEHHA)

CooTBeTcTBYET

CooTBeTCTBYET

1236 mr/Tad
CooTBeTCTBYET

63N
Menee | MUH

3.8

Menee 0,1 %
Menee 0.1 %
Menee 0.1 %
Menee 0.1 %
Menee 0.1 %

Menee 0.1 %

Menee (.1 %

199.9 mr/Tad

Crparma T3 3%




Canwrac ®apma MbX
OTT0-BOH-TYEpuk-Annee 1
39179 Bapneben/ MepmaHns
Tndp: +49(0)39203 71 0
dakc: +49(0)39203 71 7770

CAJIIOTAC

CEPTUO®UKAT AHAJIM3A

DAPMA
I'moX

Koa Ilpoaykra:
Toprosoe Hanmenosanne:

HopmaTusHsiii
JdoxkymeHT:
JlekapcTBennan Mopma:

TabneTku wHIyyue

508141 ACC (ALLID) 200MG 20EFT RU
ALLLL®

[MNO15473/01-180914,
uimenenuel-2

Tun ynakoBkwu:

O0beM yNakoBKH:

Tyoa. PP

20 Tabnerok B | TyOe

Jdo3uposka: 200 MI"
CepusNo: KG4616 BuyTtpennsin CepunNe; KG4616

[MokazaTean Hopmbl Pesyabrar
MukpobGunonoruueckas Kareropus 3A HMcnbiTanne He MPOBOANIOCE
queTOTA***!

(I X1, vacts 1, crpl60 )

¥Ynakoska:

MapkupoBKa:

[MepBHYHAS YNAKOBKA

Mo 20 TabaeToK WHIYUHX B ATIOMUHHEBOH TyOe

BropuuHas ynakoBka:

[To 1 tyGe no 20 TabaeTok WHITYyYUX BMECTE ¢ MHCTPYKIHEH 110
NPUMEHEHHIO B KAPTOHHYH) NAYKY.

(Ha pycckom s3bike) Ha nepsuutoi VIIAKOBKe(MaKEeTHKE)
VKa3bIBalOT:

Toprosoe HaHMEHOBAHUE TIpENApaTa ¢ NpeiynpeauTeIpHOH
MaPKHPOBRKO#H ®. Me#IyHAPOIHOE HENATCHTOBAHHOE
HAUMEHOBAHHWE. J103MPOBKY. TEKAPCTBEHHYIO (POPMY. KOJIHUECTBO
TabIeTOK HIMIYUUX B VITAKOBKE, «00NErUaeT 0TX0KICHHE
MOKPOTBI», «/114 JdeTefi», HAUMEHOBAHHE W COJIPAKAHNE
AeffeTByolero sewecrsa B 1 rabnerke. npeaynpeanTelbHble
HanueH: «llpenapart COACPAUT MAHHMTO, TAKTO3Y », «XpaHUThb B
HEJOCTYIHOM /I8 JeTeil MecTe.», « XPaHUTh TYOY MA0THO
FAKPLITON. », YCIOBUA XPaHEHUA: « XPAHHUTh NPH TEMNepaType He
Beie 25°C. ». cnocod npumenenus: « s npuéma BHYTPE (nocie
pacTBOPEHHS ).». HAMMEHOBAHHE. CTPAHY U JTOTOTHII AepiKare1d
PErHCTPAHOHHOTO YI0CTOBEPEHHS, HAMMEHOBAHHE M CTPAHY
(pUPMBI IPOM3BOIMTENS, « N2 CEPUM H CPOK FOJHOCTH: CM. JHO
TyObI». KO npou3zsoauTes Ha nepsrunoit ynakoske (CTpunax) Ha
PYCCKOM SI3bIKE YKA3bIBAIOT: TOPrOBOC HAMMCHOBAHHWE Mpenapara ¢
NpeAynpeAnTeLHONH MapKUPOBKO#H ®. MeXIyHAPOAHOE
HEMaTeHTOBAHHOE HAMMCHOBAHHE, 103HPOBKY. JTEKAPCTBEHHYIO

W JTIOTOTHI JEPAKATENS PETUCTPALHOHHOTO YI0CTOBCPCHHSL. HOMEP
CEpPHH. CPOK TOJTHOCTH.

Ha BTopHYHOIT yNAaKOBKe(KAPTOHHOMH NauKe) YKa3bIBAKT!
Toprosoe HaUMEHOBAHUE TIPENapaTa ¢ NPeayTPEAHTENBHOH
MapKHPOBKOH ®., MEXKI1VHAPO,HOE HEMATEHTOBAHHOE
HAMMEHOBAHME, IEKAPCTBEHHYIO (JOPMY, LOZHUPOBKY. KOIHUECTBO
TabIETOK WHMIYUUX B YIAKOBKE. «O0IEr4aeT 0TXOKIEHHE
MOKPOTBI», 18 ACTeH», HAMMEHOBAHHE H COEpKaHHE
AeitcTsytowero gemectsa B 1 tadnerke wunyyeH,
npeaynpeanTebibie Haanuen: « BHUMaTeasno npouuTaiire
[IPUIAraeMyIO HHCTPYKIMIO HEpe/l IPHEMOM Tipernapara. ».
«[lpenapar coaepKHT MAHHUTO, JAKTO3Y.», «XPaHUTh B

HEAOCTVITHOM JU1S 1ETEH MeCTe. », crocod NPUMEHCHHA 'fﬂ.'lﬁ

(popmy. «OGAErtacT OTXOKAEHNUE MOKPOTLIY. HAMMEHOBAHHE, CTPaHY

CootsercTByeT

CooTBercrByel

CootsetcTyeT(Ne:50066764)

CootrererByer(Ne:50066763)
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CantwoTtac ®apma M'm6X ODAPMA
Otro-BoK-Tyepuk-Annee 1 ‘ A I IOTAC

39179 BapneGeH/ MepmaHus I'moX
Tndp: +49(0)39203 710

dakc: +49(0)39203 71 7770

CEPTUO®UKAT AHAJIM3A

Koa INpoaykra: 508141 ACC (ALILD 200MG 20EFT RU
Toprosoe Haumenosanune:  ALILUR

Hopmatusneiit Jokyment:  T1N0O15473/01-180914,
WiMeHenuel-2

JlekapceTBennas Mopma: TaGneTky Wwunyyue Tun ynakosku: Tyda PP

Ho3uposka: 200 MIY O0bem yNakoBKH: 20 Tabnetok B 1 TYGE

CepuaNe: KG4616 BuyTtpennaa CepunNe: KG4616
TokazaTeau Hopmbi PesyabTaT

npuéMa BHYTPS (nocie pacrsoperus).», « Tabnetkn
IWHITYYHE CIEIYEeT PACTBOPATL B OJHOM CTaKaHe
BO/Ibl M [IPUHUNMATH N0OC/IE €1k, «B3pocabie n aetn
crapie 14 net: no 1 Tabaetkn wnnyune 2-3 pasa B
neb. letu: ot 6 10 14 net: no | tadnerke wunyye
2 pasa B AeHk: oT 2 10 6 1eT: no 1/2 TaGerke
uiMnyyei 2-3 pasza B J1€Hb. », YC/I0BHA XPaHEHH: «
Xpauuts rpu Temneparype He Boiwe 25°C.on. HoMep
PErHCTPALMOHHOTO YIOCTOBEPEHUS, YCI0BHS
OTIYCKA, JOFOTHIT, HAMMEHOBAHKHE. AIPEC M CTPAHY H
JOTOTHIT IEPIKATENS PEFUCTPALHOHHOTO
VAOCTORCPEHUS, HAMMCHOBAHHE W CTPAHY (PUPMBI
NPOM3BOANTEIA. Ty NPOHIBOICTBA. HOMED CEPHH,
CTPOK FOJHOCTH(IOACH 10). WTPHUX KO, KO
MPOH3BOJHTEIS.

3aMeyaHHs: *He NPOBOAMTCS B MIAHOBOM MOPAIKE. TONBLKO HA MOMEHT BhITYCKa.
**NPOBOAUTCA TOILKO MPH XPAHEHHH. HE HA MOMEHT BbINYCKA.
**¥He NPOBOJAMTCA B M71aHOBOM MOPAIKE, HO HE PEKe, UeM pa3 B 6 Mecales.
HucrpykunaNe: 50070190

AHaJuTHYECKOe TecTHpoBanie Beino1neno lepmec @apma 'moX

Jlara ucnpitanuii: 23.03.2020
Jara seinyeka:  05.05.2020
HMMs M 10/1KHOCTB JIHUA OTBETCTBCHHOIO 34 BhINYCK CEpHH Ap. Yo PerTkoBekn
Harta: 05.05.2020 YNOJHOMOYEHHOe JIHLO
[Moanucw
Crpanuua 3 u3 3




