TEKJIAPAIIAS O COOTBETCTBUH

Haumenosanue 0peanu3ayul, RPURAGUIEH OEKAAPAYUI0 0 COOMBEMCTNEUL!
Obwecmso ¢ ozpanuuernol omsememgennocmvio "5 Bpayn Meduwan" (OO0 "B.Epayn Meduxan").
3apezucmpuposaro : Medcpaiionnas uncnexyus Pedepanvholi HaNozo60U cnyatcber Nel3 no Canxm-Ilemep6ypay
OI'PH 1037843006233 om 13.01.2003
Adpec mecma naxoxcdenua: 191040, 2. Canxm-Ilemepbype, yn.Ihyuunckas, 0. 10. Tenegon: 81812)320-40-04
Loeepennoe auyo: 3axaposa H.B., dosepennocn: Ne 67 om 04.09.2019

3ASIBJIAET, UTO
nexapcmeenHoe cpedcmeo. Amunonnasmans B. Bpayn E 10, pacmeop dna unghysuii 500 ma., bymuiaku (1 0),

KxopoBKy KapmorHyie, cepua. 193458063 om 23.08.2019, koauvecmso 1492 ynaxosok, 200exn do 22.08.2022,
npouseodcmea B.Bpayn Menvsyneen AT, 34212, Menvsyneen, Kapn-bpayn-Llmpacce 1, I'epmanws, k00 OKII 2
OK 034-2014 (KITIEC 2008) 21.20.10.134, xod TH B3 3004 90 000 2, ducmpubbiomopcxuii dozosop b/t om
01.05.2013, uneotic Ne 5312324382 om 15.10.2019

COOTBETCTBYET TPEBOBAHMAM

JICP-003844/09-210509 usm. Ne 1

JNEKJAPAIIUS IPUHSATA HA OCHOBAHHWH

pecucmpayuoxnoe ydocmosepenue JICP-003844/09 om 21.05.2009 (dama nepeogopmnenus 07.07.2016)
su10ano Munsopasom Poccuu, cepmugpuxam coomsememesust Ne POCC DE.TA45.K00291 om 21.02.2018, cpox
deticmaun 0o 21.02.2021, suidan Opzanom no cepmu@urayuu cucmem MEeHeoICMeNma Kayecmea accoyuayuu no
cepmucpuxayuu «Pyccruti peaucmpy (POCC RU.0001.21TA43), cepmugpuxam evinycka cepuu om 01.10.2019
B5.Bpayr Meavsyneen AT

S —— NV

JTEKJIAPA TBUTEJBHA 0O 22.08.2022
5 5623 5272
%t{/’ Baxaposa H.B.
,n’ommca ®.H1.0

“CBEJEHUS O PETUCTPAIIUNA

OPTAH I10 CEPTUOMKALIMH, 3SAPETUCTPUPOBABIINI NEKJTAPAITHIO
Pezucmpayuonnsiil nomep POCC RU.0001.11®OMO03 Opean no cepmugpurayuu. npodykyuu 000
«Oxpyoicnoil yenmp cepmugpuxayuu Cesepo-3anadys, adpec : 194156, Poccus, 20pod Canxm-Ilemepbype,
Ceemnanosckuii np., 0.2, oguc 413, oghuc 503, ogpuc 505, men/paxe: (812) 380-06-34.
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B,Braun Melsungen AG

B/BRAUN Carl-Braun-Str, 1

SHARING EXPERTISE DE 34212 Melsungen
CepTudmkar Bbinycka cepuu

Tpoxnyx: Amunonnasmans B, Bpayn E 10 . Cepus 193458063

AptHKyn Ne; 3539628

Pactaop Ne: 0452 Vposers nposepra: 06

Ctpana nmmoprep: Poccun Per. Ynoctopepenne Ne: JICP- 003844/09

Konuenrpanus/nosuposxa; JlaTa H3roTOBNEHHS! 23.08.2019

Bun ynakopku: 500 mn crexnarREie GyTouTky ToneH no: 22.08.2022

JlexapcTeennas dopma: pacTeop ann mRbyIuit

Hepxarens PY: B. Bpayn Mens3yuren AT Hassanue ¥ anpec E. Bpayn Meassynren Al

Kapn-Bpays-IlItpacce 1 NPOH3BOMHTENA: Kapn-Bpays-IlItpacce 1
TepManng 34212 Memssyrrex Tepmanns 34212
Menbsynren

Homep AHIEHIHY HA MDOMIBONCTRO HIH DE_HE_ 01_GMP_2017_1075

CepTriuKaTa NIPOHIBOANTENS O COOTBETCTBHH BE[IAE OKPYXREM ynpaBneHHen [apmmrant

TpeDoBaHHAM RAUIeHALIEH NPOHIBOACTECHHO

npakTHKH (GMP)

KommerTrapnn / npumeyanns:  Her

Obzes cepr: 20 680 wr Jara Beinmycka: 01.10.2019

XapakTepHCTHKR TpeGoranng Pesynmerar

TToanuEHOCTS Cornacro CreLnduxauyny COOTBETCTRYET

Onucanue Cornacro Crneunduxayan COOTBETCTBYET

Hasnexaemeii o6nem He MEHES HOMHHAIBHOTO COOTBETCTBYET

pH 57-63 6,1

UsetnocTs AOJLKCH BELACDNHBATE CPABHERHE ¢ ITANOHOM BY6 COOTBETCTBYET

ITpospayHocTs HO/DKEH BELICPAMHBATE CPABHEAKE ¢ 3TAN0HOM 1 (<3 NTU) COOTBETCTBYET

HesranMble BRTIOYEHRA =10 MEM/Mn <25 qacTHI/MN COOTBETCTBYET

HeBHIMMEIE BRIIOYEHHS > 25 MEM/MIT < 3 qacTHW/MI COOTBETCTBYET

CTepHIBHOCTE ROJiEH BBITH CTEPHIBHEIM COOTBETCTBYET

BakTepHansHele 3HI0TOKCHHE <2,5E3/Mn COOTBETCTBYET

Xnopuast 49,30 - 54,50 Mmonxn/n 51,3 mmons /n
ANeTaThl 43,7 - 48,30 mmons/n 45,9 MmMons/n
Docdatsl 9,50 -10,50 Mmone/n 10,2 mmoms/n
Hatpuh 47,50 - 52,50 mmone/n 51,3 MMons/n
Kanuif 23,80-26,30 mmons/n 25,1 vmons/n
Maraui 2,38-2,63 mmoms/n 2,50 MMoms/1
Hsonefiunn 4,750- 5,250 r/n 4,999 r/n
JleHuus 8,455-9,3451/n 8,901 r/m
Jnzun 6,508 - 7,193 r/n 6,868 r/n
Metuorun 4,180 4,620 r/n 4,411 t/n
TpeoH#H 3,990-4,410r/n 4,189 t/n
Banun 5,890-6,510 r/a 6,158 r/n
APrHHHH 10,925 - 12,075 rin 11,586 r/n
TueTinus 2,850-3,150 r/n 2,984 r/n
AnaHuH 9,975 - 11,025 r/n 10,625 rin
T'nHUkH 11,400-12,600 t/n 12,088 r/n
ACTIAPArHHOBAR KHCIOTA 5,320-5,880 r/n 5,579 rin
TnyramuioBas krenota 6,480-7,560 r/n 6,999 r/n
OTOT NOKYMEHT CO3NAH B INSKTPOHHOM GopMe H NEHCTBRTENCH o3 nommcn, HoXonRan CHOTEMA: S;PE:‘D}‘ BCPHMEL Vo1

[Mara nearw/spens; 2019-10-08/08:30:02

Homep anamisa: 0400062 4S1epOye Crpanmna | w32



B, Braun Melsungen AG

B/ BRAUN Carl-Broun-Str, 1
SHARING EXPERTISE DE 34212 Melsungen
CepTuchukar BbInycka cepum
Tpogyxr: Amunonnasmanb B, Bpays E 10 Cepns 193458063
ApTHKYN Ne: 3539628
XapaKTepHCTHRH Tpebonanus Pesymprar
Tponun 5,225-5,775 t/n 5,536 t/n
Cephn 2,185-2,415 r/n 2,294 r/n
Tpuntodan 1,520-1,680 r/n 1,590 r/n
Qennnanasxy 4,465-4,935 r/n 4,705 r/n
THpPO3IKH 0,380-0,420 r/n 0,401 r/n
AleTHIIHCTEHH 0,100-0,210 r/n 0,186 r/n
B.Epayn Mensayrren AT
OtJien KOHTpona xavecTna
Dirthe Feuersenger
/anexTpoHBax nommHcs/
3aKIOYEHHE:

HacTogmns yRoCToBEPAI0, 970 BHIIEYKAIAHKEIE CRETEHHT ABJAKOTCA NOLTHHHBIME H TOTHEIME, D1a
CEpHA penapata G3UI2 HArOTOBNEHA, BKIKYAS YNAKOEKY H KOHTPOME KAY6CTRA HA BEINICYKA3AHHOM
fIPOMIEONCTEE B MOMIHOM COOTBETCTBHM ¢ TpefoBanuamu GMP Esponefickoro Coofmectaa i
Creundnrauuii nepxarens Peructpaunonsoro YAOCTOBCPCHHA NpenapaTa uiw JoGsIM APYTHM
TPUMEHHMBINM yenoBHAM. Bee samics no mpowssozcTay, ymakoske i MapKHPOBKE, U IPOBEACHAIO
2HAIH33 OBUTH IPOCMOTPCHB! ¥ TPHIHAKEI COOTBETCTBYIOWMMH TpeGosanuaMu GMP,

B. Bpayn Mengsynren AT
Otnen obecnevenus kayecTsa

ry Dr. W. Lok, ynonsoMouernoe muo
T e g, (;-q-\ /3NIeKTPOHHAS TIOAMHCE/
"
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70T DOKYMEHT COAAH B JICKTPORHOR GOPNG H ACHCTBITCNEH 663 noankow, Hexonwax crorema: SAP ERP DEA, or ZQM30 SC_BCPHMEL
Jara nevami/spenca: 2019-10-08/08;30:02

Vol
Crpasmimia 2 3 2

Houmep aiamsa: 040006277224



