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LEKIAPALMSI O COOTBETCTBUN

REKNAPAHT, MPUHUMAIOLLMIA BEKITAPALIUIO O COOTBETCTBUMA:

AQ "P-®apum’, MexpatoxHan uHonexuns DeaepanLHOR Hanorosoi cryxBel N2 48 no r. Mockse, OPH:
1027729700020 or 17.08.2001, agpec: 123154, Poceur, r. Mockpa, ¥y Gepaapwvrda, A 19, k 1, yen: +7{495) 956-7937
B rivue. MenepansHoro aupexropa Wrkartsesa B I

Hosepenroe niuyo: Wuiwwmoposa B M

Hosepexuocte Ne 847 or 02.03.2017

SAABNAET, YTO NEKAPCTBEHHOE CPE[CTBO:

lNpoXaHe, pacTaop ANf BHYTPUBEHHOTO BBeAeHus 279,3 mr/mn 20 M, nakokul (1), nagku kapTokHeie, per. ya. Ne f11-
001781 o1 24.07. 2012 {paTa 3amens PY 18.03.2019). eviaaxo Bpaxko Cauce CA, Weenuzpun, cepus 8K02566. ropeH
po: 31.10.2021, naptus: 13427 ynakosok. Ouctpubelotopckoe cornawewve 6/k ot 01.12.2018, wHsodic Ne 1804400241
ot 02.09 2018

e T

BbINYCKaeMoe U3roToOBUTENeM; | Kog OKNA2;
BUMCO MuGX/BIPSO GmbH. Robert-Gerwig-Str. 4, 78224 Singen, Germany, cTpava: P 212023112
Fepmanin

Ko THB3L

COOTBETCTBYET TPEBOBAHWAM: 3006300000

Nrno01781-240712, uam. Nei-5 |

OEKINAPALIWA MPUHATA HA OCHOBAHWK

MpoTokon ucneiranui Ne 6578 TIM ot 17.09.2019, 000 "Uentp konTpons kavectsa Bucnaihd”, atrecrar

ankpeguTaum RA RU.21UKD1 or 22.07.2015. Ceprudukar coorseterena Ne POCC DE @B14.C90380 ot 18.09.201¢

Wuwunmoposa B, M.

{DaMnaHs, MHUUKaNLI)

CeeneHus 0 perucTpaumnn AeknapalUnm o COOTBETCTEUM

3A0 "Texkauecrac”, 109044, r. Mockaa, yi. Jumamosckan, 0. 1A, o, 400, Ten.: +7 (498) 676-5417, pake: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@amail.com, OrPH: 1057746285189, ArrecraT per, Ne POCC
RU.0001. 110814 swinan GenepansHoi CAYWEOR No akkpeauTaumn

HaTa perverpaunu: 19.09.2019

PerycTpaumMoHHLIi HOMep AeKNapaLi: POCC RU [.DE 081444074518
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1 CHCTEMA CEPTHOURAILUU TOCT P
| OEIEPAIBHOE ATEHTCTRO 1O TEXHHYECKOMY PENYIHPOBAIIIO I METPOIOLHH

.. CEPTUOUKAT COOTBETCTBUS

Ne POCC DE.®B14.C90380
Cpox peficrens ¢ 18.08.2019 o

Ne 0552146

OPTAH 110 CEPTHDHKAILIMU
per. Ne PQCC RU.DOOT. 110814
3AC "TaxsauecTao”. 100044, r.Mocxaa, yn. Queamosckas, o 1A, o, 400
Ten.: +7 (495) 678-5417. axc; 7 {495) 676-204 1, waww tehkachestvo ru. tehikachastvo@gmail.cam

: 1
_n ?l%éﬁ?;%égog CPECTBO NPOXINC, PACTROD ANA BHYTDMBEHHOMO sBeaeHna 279.3 Mr/mn 20 Mn,

DnaxcHul (1), navsi kapToHHeie, per. ya. Na IM-001781 ot 24.07.2012 (qata aavenu PY - kop OK
18.03.2019), sipano Bpako Caure CA. Weenuapus, capua BKO2566, rasen ao: 31.10.2021,
napTus: 13427 ynakoaos, [NGTpubLINTOpeKce corpawenue 6/ ot 01.12.2018 wKBOi: No ; 21.20.23.1412

1804400241 o7 02.09.2018

COOTBETCTBYET TPEBOBAHMAM AOPMATHBHBIX AOKYMEHTOB Ll A B
NN DO1781-240712, vawm. Nei-5 Roa THB3A

3008300000

“%ES’W% GmbH, Roberl-Gerwig-Str, 4, 78224 Singen, Germany, crpana: Fepmarivn

CEE%%&%»&%&:&R BHENEHIMS DenzpansHon HANOFOBoI cnyxGul Nz 46 na r. Mockao OF PH. 1027739700020 o1
17.08.2001, aapec: 123154, Pocoun, 1. Motksa, yn Bepaapwna, 5 19, k 1, ren: +7{495) 958-7037

HA OCHOBAHNH
{poToron wenwrarui Mo 8578 TH or 17.08.2019, 000 "Uenp HOHTRONH KavecTaa Buonaiidy”,
arTecrar axkpagutauma: RA.RU.21LKO1 o1 22.07.2015
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«bHITCO»

Ceprudurar cepun:
Oraen KoWTpona KavecTsa

HPOXDHC (PROHANCE) 1 ®JTAKCH o

20MIPY

Huen i ukausoHyeri Hoyep Matepuaia

707013
[fapTia

Hara nevaru: 15 asrycra 2019

rofia

Ne 00562245

BI-ITT}‘IH.G.‘HHUC ROABRMCCTEBO
Qdnenm taphi {voakosxi)

Crpata-nanopiep

Jara npowisoactsa

13427 w,
20 s

Puceniickan deacpauny

28 uondpy 2018 1.

JNexapersennag Gopmi
Coaepwanpe acficrayiouero
BCIICCTBA

Paspeuienie #a peannsaiio
(papMULEeBTHUCCROTO NpenupiaTa
N

Cpox roanocty

Pactoop U1 Hirbekiguit
Faorepunon 0.5 moan

LP-001781

31 okta0ps 2021 rosa

Hli!i}O[!MZlullﬂ O napimi

Haerrrnduraunonssiil  Hausenosanne marepisuia [TapTua Na
HOMED MaTepHia
707013 [TPOXDHC (PROHANCE) 1 ©JTAKOH no 20 MJ1 PY 00562245
6029735 IMPOXTIHC (PROHANCE) @:IAKOH 20 MJI/30 MJI OK 00557710
PHA
2100005 [POXOHC (PROHANCE) ®JIAKOH 20 MJI/30 MJI PHA 00557699
2578400 [TPOXDHC (PROHANCE) HEPACDPACOBAHHBIH 00557493
PACTBOP PHA
AHUTATHYECKHE A3IIbLE
Henwviranne Emunnune Crneundurauis / Homuuaasnoe Peaynwrar
WIMEpeHHn JHaMeHne
Buewnmit 31 HET becumernsii a0 Gieanv-mermoro COOTHETCTBYCT HOMUHDILHONY
NPOIPEs EBI PacTaop WS
Tlpospasiiocts pactaopa HET Gecuperioe CoOTSCTCrByeT HOMMIRLILHOMY
FHAYCHIIO
LigeT pacteopa HET Becusernnii s ne Goaee miTencnaso COOTRCTCTRYET HOMUHLILHOMY
OKpamCHiLi, ven BY6 ANAUCHIKY
Buamsuie wactuun HET Tlpensyuectaenno 6us sIUMBX wacTiiL Co0TaeICImyeT HoMIHab oMY
FHAMEHINO
Kuauuectso wactii a0suaumors 111 Koneredinep <= (G000 17
Ananasoua >= 10 Mem
Kommectso sactun zosisuivoro Ha Kouteiinep <= H{)H) 3
ananazona == 25 mku
Monnexaesmuii o6nen MA >= 200 206
(MUHHMRUIBHOS SHAYCHMHE, OV
RokTeitnep)
HMaackaemulil oGrem (cpeanee M1 >=2(0.5 20,7
THAYCHHE )
Hacirmaduraisa HET Noavwureannuil razouai, cooTseTcIyeT COOTBETCTRYET HOMBHLILHOMY
CHMAAPTHOMY 00piLsLy SHAMCHITIO
Juauenue pll HET 70-8,0 73
Cuodoanpii auran % <= (0,005 <0,002
CBOGOMIBI rAn0ANMIE % <= 0,003 <0,001
Coaepaanne KaTTephIond Kasis ML 0,20 -0,26 0,24
Coaepianye riuoTepuaona Mo/ 265-293 280
Conepasanne TpoMETaMHH Mr/va 1.15< 1,27 1,23
Henprramie sa crepsLisioctn HET Crepuasio COMBETCTRYCT HOMUHAILIIOMY
SHAMSHHIO
BaxtepHainHue DEITORCHIRL MEan <= 83 <]

Bee pesynsTarsl nenuwTania npenapata i gpakunii (sewecrs) NPEABAPHTENRHBIX T

coorseTcTaYIOT Cneundrkaumm.

Kommentapon/[pumesaniis

HononHuTenbhLIe KOMMEHTAPIN OTCYTCTBYIOT.

3aapienue o ceprduraLn

CTAHAAPTIIAI Cepmudpunam

{aepcus 3,
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Polepr-Cepnmr- iy
w0y
Perncippyionui cy.s dpaidypr, Hosep s 1oprose pecorpe, waem b, 7

Tan

o ol |4
Cc‘;’
‘}"9

& ) <
e A, T8224 Ynitye, Lepyitiads WA
US’ H

& 0\,’\

H09-0 - wwew bip'SRage. -
: ki .
801 - Jlupesrop: H-p PoioicSE0
Hertolini}

UrNoB NPOH3BOJACTRA npenapaTa

W { Rembard Adam), Matren Beprommgn (Mateo

Cranrpya Fiofan Magkere Hohasan tCitigronp itobal Markets Dewtscliand] - BICSWIFT: CIIREFFXNX - IBAN: DES S021 6900 021 5393003
bpagko I'pyn {Braceo Group)



/ % Ceprudurar cepuu: «BHIICO»

NPOXIHC (PROHANCE) | @HAKOH 1o Oraen kowrpons kavecTsa

BRACCD 20 MJT PV Hara nevarc 15 asryera 2019
roja
v Haentudmkaunonunii nomep marepuana
LIFE FROM INSIOE 707013
Haprin saxauuka Ne §K02566 Maprag Ne 00562245

HacrosutinM y10cToBepaio, uTo Belmeykasuunas Hidopymanny Aeasetes doctonepiol n Tounoll. ammas napTig
npenapara Gb!:lﬂ npaomsesicna Ha DPOMIBOICTRCHHOH TIOWAAKE B [0JI00M COOTBETCTBHMM € Tpeﬁouammml
Haiesalelt nponssoactsensoil npaktukn (GMP) mectiioro peryaatuBHoro oprana. Janseti npenapar Gein
HPOH3BEACH M HCIILITAH B COUTBCTCTBIH ¢ YTBCPKIACHHBIM IPOH3BOACTBEHHEIM pernaMeHTosM H CFICI.EH(iJHi:auPExMH Ha
npenapar. Ceeslentita o8 oSpaborke, ynakoske u ananme NAPTHA OLITH NPOBEPCItL] H HPH3HAHAI COOTBETCTEBY WM
TpefoBanuan Haalewae il MeIHIHHCKOT ripakTirx (GMP).

UpOWiBogeTaenna  imouriks i Maonke  [aouwiika Kourpoay KAHLCTBA
l-:l)ll'l'[.]O,’lH KarecTna

«BHTTICO I'mGX» (BIPSO GmbH) «Takena I'MGX» (Takeda GmbH)
PoGepr-I'epuur-Lpacee 4 PobGepr-boum-ilp, §
78224 3uuren 78224 3unren
lepsiuns Tepaanns
Jluensua sa nponsnoncrso Ne DE_BW_01_MIA_2017_1068 DE_BW_DI_MIA_2013_0043
Cepmudmear coorperersus - DE _BW_01_GMP_2017_1098 DE_BW_0I_GMP_2018_0079

TpeGoBanis HazIeKameii
nponssoacTsennol npakruxy (GMP)

B npouecce npoissonctsa npenapara oMK cieqyioutite orkionichia. Oun Obiin HaaNeKaWHM 05pa3om
MPOBEPEHEL, H GhisI0 OBGHAPYIKEHO, YTO OHI HE OKAIBIBAIOT HIKAKOrO BO3ACHCTBIA HA KAMCCTBO NapTHH:

Kpuriyeckoe OTCYTCTRYCT
Bo3fielicrene:
BHAUMTENLHOE OTCYICTBYET
BosgeficTeue;

Kommewrapuw/Tlpusenasis

AonoanuTenbHbIe KOMMEHTAPHN OTCYTCTBYIOT,

Hata emimyexa: 14 auryera 2019 roga

YTBEPKIEHO
Ynoanomouennoe auyo, « SHIICO
InoXy
Muacuye Mamy

Harupii ceprudurat napriun Guin oK M NOANUCAN B 2I1eKT
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CTAHAAPTHBIH Cepmuugpuram (gepeun 3) 2

«bHIMICO ImdXa (BIPSO G
PoGepr-lepear-tlipaces 4, 78224 TR Sk bk
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