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5 ek ke A Ten.: +41 (0)52 630 9111 - daxc: +41 (0)52 630 9444

CHJIAT AT, Xexmrpacee 201, CH-8200,
CH-8205 Waddxaysen, Iseitnapus

Ceprudurar anamnia

Koxn nposysra: 415651
Homep cepun: DRI1230
ID cepun: TIZSAU1
Mmnoprupyiouas Crpana; Poccus
Henpiranung

Brewnni niz nepuinoft yuakopk
Lser pacteopa (cranzapr BY)

Lser pactaopa (crannapr B)

Hser pactsopa (cranaapr Y)
OcmonansHocTs

Mexanuyeckie Bonoteny (aoBHIANMbIE)
>=10 MrM

Mexannseckue prmote (AOBILIHMBIC)
>=25 MM

HHOpOaHbIe MexanUeckIe BRIIOGCHIS
(BuAMMBIR)

IMpo3paunute Mexanmueckie prmaieins
(BrANNBIE) >=T0 MKy

Honncopbar-20

pH

MyTHOCTE

HaBnexaembiit o6nen
Homrmmoets (vetoa HNAYHO-10T SA0TTHHL)

Hzoopust (sero: iesne KTPIMECKOro
(okycnposag Ramiuigpe): cymyapioe
Cosepmanie kneamx hopu

Hiodopmur (seton H302ACKTPHYECKOIO
hoKYCHpOBaKHA B KAMHATAPE): HAGUIR L
ka7

Hsotopunt (setos H3OEKIPUICCKOIO
(oKyCHpoRANNA B KamLape): CyMMA
OCHOBHBIX OHKOB

Haodopunt (sieroa ismnextpiniceroro
(oryesporanna p RAlFIAPE): HOBBIE (1K

Hsoopsini (seTon 109k piicekoro
doryenposang o KAmHIUTApE )
HACHTHHHOCT

Hapsasere 1X40080, duakon, Pocenn

Hapaaere

Hara upowssonctea;

Hara weredenus epoka romsocTi:

3akaz:

Komimecrno:

Croeunduraunn
Cootserctayer cranaapry

Becusetustit nan seLaepximaet
CpasHeHue co cTanaaprom BYS
Becusernniii iy suaepwmsact
CpasHesHe co cranaapiom B
Becusernsii nan sLiepRmsact
CpaBhenue co cranaaptom Y3
292-326 mOcyM/xr

Mare. 1200 uaciw/daakon

Make. 120 wactnw/gaakon

B ochonuowm, ceobonen ot
HHOPOIHBLIX YacTHU

<= 2.5 yactuiy/Ma

Or 0,010 % o 0,050 %
5.3-5.8
Marke. 12 HEM

20,0-21,3 mu

Hoaanumocrs sapatymysada
HOATBEPIKICHA

20 % - 48 %

+7 %4 - BO %

<=8 %

FHaomaas #HoBRN NHKOBR 110
CPABHEHUIO CO CTAHAAPTOM lie Dosee
2%

Ha anexrpodpeorpavax pacTsopa
oBpasNG 10K ObTh oBHAPYKEHbI
ABA OCHOBHBLIN ITHKA ¢ BEABMHHOT,
COOTBETCTBYIOURT OCHOBHBIM IHKAM
Ne 5 Ne7 ma
FCKTPOPPLLOIPAMMIX I TAIOHHOO
pacTROPA

Cipativua s 3

C19010298/1

09.2018
08.2020
0020666391

957 v
Pesyastursn
Coorsererayer
<= BY7
<= B8
“= ¥
311 MOes/rr

238
HacTHIL/ (Paaron

112
sacTina/dnaxon
Coortmercrayer

0,0 sacru/ma
0,039 &

55

8 HEM

20,6 Ma
Coorsetersyer

29 %

68 %

Coorsercryey

st s

T .
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JTHBAIOUIHMX YCTOBHAX) HACHTHYHOCTH

MUPPALi OCHOBHOIO IHKA Ha

J 3 nssen CHIIAT AT, Xoxmrpacee 201, CH-8200, C19010298/1
i CH-8205 INapdxaysen, Mpeiiuapun
o oharinvbweam Tes.: +41 (0052 630 9111 - Daxe: +41 (K52 630 9444
Ceprudmrar ananuza
Hapzanewc
Kox npomykra:; 415651 Jata npomeoacrea; 19.2018
Homep cepnu: DRI1230 Hara netevenia cpoka rosHocTI: 08.2020
D cepnu: 1IZSA( 3akas: 0020666391
Hsmnopmipyiouas crpana: Poceusi Kompieerno: 957 yn.
Yucrora (k20 JICH B BoccTanas- He menee 96,5 % 98.0 % i
TTHBAIOLUIHX YCI0BAAX) i
Unerora (k24 JCH 5 Bocctanas- ThoBan nosag B cpasueHn CootercTayer |
JIUBAKOMIHX YCIOBHANX) ¢ CO aaparymymaGa npu- |
HEHASHTHOMIEPOBARHBIE APIMECH Mech — He fonee 1,0 %. i
Uuerora (k2D JICH B nepocctaunan- He menee 96,3 % 97,7 % |
TUBAOAX YCAOBUAX)
Hucrora (kDD JICH » veBocetanas- JhioDas HoBAA B CPABHEHMR Cootercrayer !
JHBAFOLIHX YCAOBHAX) ¢ CO aaparymymada npu-
HEHACHTH(ILHMPOBANHLIE TIPIMecH Mech - e fonee 1,0 %,
Hucrora (k3 JICH 8 HepoccTanas- CROPPEKTHPOBAHHOE BpEMH Cootsercrayer

erTpodpeorpasivax pacraopa
00pa3Ua A0TAKHO COOTRETCTBOBATE
CKOPPERTHPOBAHHOMY BPEMEHH {
MUIPALHE BIKA Jdapatymyymaba Ha
AIEKTPODPEOrpaNMax CTaHAAPTHOIO

pacTBopa
Hucrora I'I-BOIKX
- Monosep He menee 97,6 % 98,5 %
- ArperaTst He 6onee 2,4 % 14 %
Konnvectaennoe onpenenerue (obui 18.0-22,0 sir/amn 20,1 Mmr/ma
BeaoK)
Crieunduueckan akTnBHOCTb (Lo cpastenmo 65 % - 140 % 98 % ;
CO CTaHnapromM)
Baxrepuanshsie sn10T0KCHHLI He Gonee 0.21 ED/vr Geaxa <0.01 EDvr

Gunrka

Masnuro 12,75 seef o 38,25 mrfsa 2548 Mri i
Crepuasiocts Hoaxen Ourh crepianiniy Cooraercreyer :

Hudopyanus:

3arinouenne: Coorperernyer TpedoBanngs

Oryer cneyuchukaumm: DS-SPE-32984 (3.0)
Tun ynakosku: naxkoH
Homep pernctpaumoHHoro yaoctoaseperus J1M-004367

Homep nuueHsMu Ha npou3sofcTso # HoMep cepTutbukara cooteercTeMs GMP (Haanexawaa
NPOU3BOLACTBEHHANA NpakTuka) ~ 504517 n 18-0248

Cocras: papatymymad, ykcycHas kwcrioTa NeAAHas, HaTpud auerara TRUrAAPAT, MaHHUTON, HaTpua
xnopua, NonucopBart 20, Boga AN uHbeKkuwi

HononnurensHas npoM3BOACTREHHAs NNOWAAKE W WCneITaTensHas nnowagka: Bef i
®eprarydr MwGX n Ko. KI, Mooceusen 2, 88214 PasewcBypr, Mepmanms, Homep f3§0'
/S )

A

Aapsaiese LX400xmr, duaaron, Poces CrpaHtig 2 w3 3
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Senggy

J a n S 5 e n CHJIAT AT, Xoxmrrpacee 201, CH-8200, C19010298/1

FASEWACEUTn Coa

ak ?d\ncn_;dm«m

dapanece 1X400umr, daakon, Poceus CEPATEILE 3 13 3

CH-8205 Wagpxayzen, Hisei uapiu

Ten: +41 (052 6309111 - Dake; +41 (0)52 630 9444
Cepruduxar anaiansa
Hapsaaexe
Kon nposykra; 415651 Hara nponsposcrea: (9.2018
Hoxmep cepuu: DRI1230 Hata serewesnts cpoka roamocTi: 08.2020
D ceprm: HZSA01 JaKay; 0020666391
Fvaoprupyiowan CTpana: Poceng Koawmuecrso: 957 yn.

MPOU3BOACTRO: DE__BW_O1MMJA_2012~0096 HononxuTtensHas MCnbiTatenbHas nnowagka ans Aar

UrOTOBNEHUA A0 uioHs 2016 ropa: Axcced Buonoruuc B.B, EuHcreunser 101 2333 UB Nenges,
Huagepnawngb

Homep nuueHauu Ha npoussoacTeo; 3940 F

HononwurensHsii KowTpons: MNA [esenonmenT Adnang fita, Crpoenue C, lappukacn BusHec &
TexHonomin Mapk, ATtron, Ko. Bectmear, Alinang, Nuuenaun Homep: L032

Hacrosumm, me NOATBEPIKAAEM, YTO WaNOMEHHaR Bbiwe MHDOPMEUMA ABNASTCH NOAMMHHON
npasuntHoi. 3ta cepus Npenapara, 8 ToM vucne nexapcrsexHas cyberanums, Geina nponsseaena,
BKITIOYaR ynakosbiBaHue u KORTpOne Kka4yecTBa, Ha BobiWe yKa3aHHOW nnowanke(ax) B nonHom
COOTBETCTBUM € TpeBosaHusmu GMP  mecTHbix  opravos 3ApaBOOXpaHEHUA W HOpMamy B
PeructpaumonHam YAOCTOBEPEHUM CTpaHbl-umnopTepa. OTuYeTh fio NPOW3BOACTBY, YNakoBLIBAHUIO K
@Hanuay cepuu Gbink paccMoTpeHs 1 NpW3HaHbLI cooTeeTCTRYIOWMMU GMP.

OTOT cepTudukat ananusa Gbin Beinywen 08 theBpana 2019 09:39 u wanauanuuo aneKTPoHHO
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