3AKJIIOYEHUE
0 COOTBCTCTBHH CCPHH MM NAPTHH JIEKAPCTBEHHOTO Npenapara TpeGoBaHMAM, YCTAHOBAEHHBIM
TPH €ro rocy1apcTBEHHOI perucTpaluu
No 561 ot 15.10.2021

PaCCMOTpCHbI MPEACTABJICHHBIC JOKYMEHThI U COACPIKAUIHECH B HUX CBEJIEHU S

I. Hopmarusnas nokymenrauns HJL 42-11893-06. uam. Nol-6.
2. Tlporokon uenbiranuii Ne 6799/03.21 ot 11.10.2021.

3. 3aBonckoi cepTudukar anamuza Ne 202100238462/0001 ot 06.09.2021.

TOPITOBOE HAUMEHOBAHMUE

Bomosen

MEXIYHAPOIIHOE
HEIMMATEHTOBAHHOE

HAUMEHOBAHME

FHIIDOKCHBTHH Kpaxman

' JIEKAPCTBEHHA Sl ®OPMA,
AO3HPOBKA

HOMEP CEPUU

pacTROp Ans uudyanii 6% 500 m, dhnakomm

14RH3307

“ObbEM IMAPTHH

2845 ynakoBok

JIATA BbIITYCKA / TOLEH 10

11.08.2021/11.08.2026

HAUMEHOBAHWE U AJIPEC
[MPOU3BBOJIUTEJIA

Mpezennyc Kabu Jlotiunann I'mo6X,
lepmanus/Fresenius Kabi Deutschland GmbH,
Germany, Freseniusstrasse 1, 61169 Friedberg,
Germany, ctpana: ['epmanus

| HOMEP M JIATA PY

[TNO11337/01 or 30.01.2012. pbinano

"HOMEP HOPMATHBHOIM

JIOKYMEHTALIMHA

HI 42-11893-06, u3m. Nel-6

[TACITIOPT
TTPOU3BOUTENSI/CEPTUOHUKAT
AHAJIM3A

Ne 202100238462/0001 ot 06.09.2021

JlekapcTBetubiii npenapat: Bososen - pacteop ans uHdy3suit 6% 500 ma, dnakons! (10),
KOPOOKH KapTOHHBIE — JI7IA CTaLMOHapoB, cepus: 14RH3307, naptua: 2845 ynakosoxk,
COOTBETCTBYET TpeGOBaHHAM, YCTAHOBACHHBIM MPH €r0 rOCYAaPCTBEHHON PerncTpaliuy.

[pnaoxenne: [porokon nenbiraknit Ne 6799/03.21 ot 11.10.2021, 3asojckoit cepriduikar
ananu3za Ne 202100238462/0001 ot 06.09.2021.

Annpuanona O.A.

Cneuuanuct no ssoay JII 8 'O
Josepennocts No L-21-86

ot 10.09.2021




®pesennye Kabu AT

®pesennyc Kabu Jlottunang I'M6X

D-61346 Bad Homburg
Ip. nnomaaxa Opundepr

CEPTHOHUKAT AHAJHU3A

< 0,100 ME/Mn

ITpomykr: Bomosen 1 x 500 ma naact. ¢..
ApTukyn: K588221

Cepus: 14RH3307
Ta ha METPbI Pesynbratet Huxnami Bepxuuii Onenca

(3asB71. 3AYEHHA, €A, H3M.) npenen npenen pPe3yILTATOR

____cneuMuKauMH _ CHCLUHpHKALINH
Onucanne CootBercrByer CooTBeTcTByeT
pH 4,6 4,0 5.5 CooTBeTeTBYET
HiBaekaemslii o6bem foaee CoorBeTcTBYET
HOMMHAJIBHOTO

[MopmuunocTs CoorBercrnyer CooTpetcTBYET
Xapakrepuctudeckan 0,15 0,13 0,17 CooTBercTBYET
B3KOCTb, JLI/T

Harpuit 154,0 mmoan/a 146,3 161,7 CooTBeTCcTBYET
(154,0 Mmmors/n) (=100,91%) (-5 %) (+5 %)

Xoopuna 156,0 mmonn/a 146,3 161,7 CoorBercrByer
(154,0 Mmmoas/m) (=101,30%) (-5 %) (+t5%)
I'mapoxemyTiaxkpaxmaa 60,9 r/n 57,0 63,0 CooTBeTCTBYET
130 000, (60,0 r/n) (=101,50 %) (-5 %) (+5 %)

IlpeTnocTn 0,035 0,000 0,150 CooTBeTeTBYET
(E 4em/400 um)

Mexannyeckue NPAKTHYECKH CooTBeTcTBYET
4ACTHIBI BHIMMBIE cobonen

Mexannueckue CooTBeTcTBYET
4a2CTHIBI HEBHAUMBIE

> 10 mxm, gactuu/ma 0,00 0,00 25,00

MexaHu4eckue 0,00 0,00 3,00 CooTBeTcTBYET
YACTHIIBI HEBHIHMBbIE

> 25 MKM, 9acTHI/MIJI -
CrepniabHocTh CooTBeTeTBYET 'Co"t;"i_ne'rc“mye"r
BakTepuaabHbIe < 0,100 ME/ma ---boéf!ieTcTnyeT
IHIOTOKCHHBI, 3301

Ceptuduxar Ne 202100238462/0001

Crpanmmna: 1ws 2



®peseunyc Kabn AT
®pesennyc Kabu oitunang IM6X
D-61346 Bad Homburg

ITp. nnomasnxa Opuabepr

CEPTUOUKAT AHAJMU3A

Ipomyxrt: Bomosen 1 x 500 ma niaact. ¢
ApTHKy K588221
Cepus: 14RH3307
mﬂapamn‘pm PesyanTaThi Hyxnnit Bepxuuit Ouenxa
(3asp)1. 3HAMEHMA, €11, M3IM.) npenen npenen pe3vabTaTon
coeudguKany _ cneuudukaniuy o
Jata narorosiaenns 11.08.2021 Coorsererpyer
(DDYMM YYYY
I'omen 1o 11.08.2026 CooTBeTcTByer
(DDYMM YYYY
Bbinyuiexo

CepTudukar naneuaran KOMIBIOTEPOM M ZelcTRUTE/ICH 3 TIOITHCH.

JHara: 06.09.2021

Ceprudukar Ne 202100238462/0001

s

Ors. ;mno: Susanne Wippert

.«\"‘w
/XN
5\ AHZPHAROBA 0.4,
|21 CrREwnanner no ssony I s 1o

JIOBEFENHOCTS
b L-21-85 0T 10,09, 2021

Crpannna: 2 u3 2



