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Komepuifina nassa Tosapy

TiR g

Koa Ttosapy: 03.1244.01
Bepeia: L2 :
Hata samycexy: 13/07/ 2020 p.
Cropinxa: 1

THRDILAET pHASYY

Cop6epi (Sorbery) (120 M)

3amoBHHK

TOB “Bopeaprc Papma LLC”

Homep naprii 203051
KinekicTe 10.133 nax.
Hata BEpoGHUITEA 06/2020 p.
Hara 3axindyeHus Tepminy

ApHAaTHOCTI 06/ 2022 p.

Kracudixania Topapy

BionoriuHo akTuRHA Xapyosa n00aBxa

Dopma/3oBdimmill BUrasy

Cycnensis na Bofigili ocHOBI

PexoMennosane qo3yBannn

5 MI B ZeHA

DopMa YHAKOBKH

Pinuba, HANHTA y CKISHY MALIKY, HPOMRPKOBaHy Ha 125 M, 3
TIONINPONLIEROBOK) 3AXHCHOI KPHLIKOK i MOMINPONiIeR0B00 MipHOI0
HAITKOK Y KapToHHiil kopofii 3 BRIajKoro

Ymory 3bepiranna

36epiraTi nipu Temitepatypi Bix 15-25°C, opK piBHI BONOrOCT] HIKIE 60%,
YHHK&TH BIUTHBY CRITIA

3acTepexenus

30epiraty B HeNOCTYITHOMY Uit AiTel Mici

HieTiani foGaRKH He € 3aMiHOIO 30ATAHCORAHOTO | PISHOMAHITHOTO paniony.
He nepesminyBatit pekoMeRI0BaEN KOGOBHH npuiiom. Ilepen BxuBaraIM
Jobpe 360BTaTH

Ilicns BigKpUTTS MPOAYKTY 36epiraTy Horo y Hamexmux TEPMEeTHYHIX
YMOBAX -

Knacadikauis nponykty
Ofios’si3icoBe MADKYBaHA 3acTepesxeHus

‘Y™moBy 30epirangs
YHucra maca 130.6 r(NLT 124.7 1)
Yuctaii ofi’em 120.0 v (NLT 114.6 M)
Ceprudixat npogyxuii FSSC 22000; GMP Bionoriuso aktupHi Xap4osi 106aBky
Ynaxoska . e ‘ . _— 8

TMapamerp” _ Bmmoru o  Pewasrame - U

3oprimHil BErIAN Biamosigno no creumdikanii BIITOBITAE
YnakoBka y ToBHoMY 00casi Bignoriago no cnenudixanii BIMNIOBITAE
Indopmania a yrakosui 1lpasunema i poaGipnuea BIJIIIOBIJAC
Cepeaits Maca BMICTY YIAKOBKK 1306 r (NLT 127.7 1) 130.58 ¢

‘men;'l RO THIAR
xon 42071 azgéi'a .
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[nororen} - dhapma Kon Tosapy: 03.1244.01

Bepein: L2
Jara sanyexy: 13/07/ 2020
Cropinka: 2
Bumoru 1o sikocTi
“MiposionorinaER ARaN e s eaesee s Kparepll L Pl
3aransHa KiIbKiCTh aepoﬁfmx MIKpOOpFaHIBMIB (TAMC) <10 KOE/r <106 KOQE/r
3aransHa KiULKIiCTs Apinxosax i mpisesux rpubkis (TYMC) <10’ KOE/r <10 XOE/r
PisHOBUAHICTS CANBMOHENK HepmaBneHay 10r  Heswmssnenay 101
Knnrxosa nagmryxa I _He BHABICHA y ir He aneﬂay 1 r
Angalspawkuxmeranis - - - Kparepil . Pewymeratw
Caunens <3.0 MI‘/.I{M < 0.01 mr/om
Kanmilt _ < 1.0 mr/mv’ <0.01 mr/am’
PryTs 7 < 0.1 mr/om’ < 0.01 Mp/an®
Mistco-xiviggi i opravonenTygl paacTHRocTE PesvasTara R
Cmax OaHaHOBWIA
Jara o Iv'g ' ignuc

13.07. 2020 p. Hizrorosneno: bapbaporo Bepxi, [minmmac]
\ MeneKepoM 3 KOHTPOTHO SKOCTi

[noroTaR] Eprotapuma Jita, Damxi 1, 3008 Liene; Cnoseris, €rponeticsiutt Coos
Ten. +386 8 200 6950, ex.nomra: info@ergopharma.com, BeGealiT: www.ergopharma.com
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DES S EL RS AT TR Kon Torapy: 03.1244.02
Bepein: L2
Hara sunyexy: 19/03/ 2021 p.
Cropiuxa: 1

...........................................................................................................................................................................................

Komepuitina nasna Tosapy

Copbepi (Sorbery) (120 M)

3amoBnnk

TORB “Bopgaprc ®apma LLC”

Homep naprif 213023
Kinexicts 10.217 nax.
Jara Bupobunnrea 03/2021 p,
Mara sakinuenns Tepminy

_NpuaaTHocTi 03/2023 p.

Kaacndirauis Topapy

Biosoriuno axrusna xapuosa gobaska

Dopma/zosaimmilt BT

Cycnensis na BogHilt OCHOBI

Pexomenposane gosyesanus

S MA B nesb

®opma ynakoBxH

Pigwna, Hanuta y cxasny THISINKY, IpOMapKoBaHy Ha 125 mo, 2
TIONITIPOIiNEHOROIO 3AXUCHOO KPHIUKOW i NOINPONiNEHOBO MipHOK
HAUIKOIO Y KADTORKIH KopoBiti 3 BKIaAKow

¥YmoBH 36epiranns

30epirary npu Temneparypi six 15-25°C, Tpu piBHi BONOrocTi Hinkye 60%,
YHHKATH BIJIUBY CBiTIA

3acrepexenns

36epiratd B HEAOCTYITHOMY JUIA MITER MicI}

Hierruni nobasku e € 3aMiHO0 36ATAHCOBAHOIO i Pi3HOMAHITHOTO partiony.
He nepepniysa pexomengosanutt noSonui npuitoM, [Tepes sxuBammsm
nobpe 36osTaTH

Iicas pinkpuTTs npoxyxTy 36epiraty fioro Y HATEKHMX IepMeTHIHNX
YMOBAX

O6oB’A3KK08e MapKyBaHHS

Kaacudixauis npoxyxry
3acTepexeHus
YmorH 36epiranus

Hucra maca

130.6 T (NLT 124.7 1)

Unernii o6’em

120.0 wt (NLT 114.6 mn)

Cepradirat npoaykuii

FSSC 22000; GMP Bionoriuso axkTupHi XapuoBi Jo0aBku

¥Ynakoska
~Tlapametp Bumoru =~ = 5 Pesvabram
3opHimHif BurAn Binnoeinso fo coenndikanii BIITIOBIJAE
Y1aKoBKa y IIOBHOMY 06cH3] Bignosiano fo cnemudixanii BIOIIOBIAC
Intopmaliis Ha ynakosui TIpaBuibHa 1 posbipauaa BIOTIOBIIAE
Cepeznna Maca BMICTY ynakoBKu 1306 T(NLT 1277 1) 1306 r
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[JIOPOTHH] (bapma Koﬂ TOBapy: 03.1244.02
Bepeig: L2
Hara sunycky: 19/03/ 2021
Cropinka: 2

Bumorn go axocri

~ Mitcpatioaoriammi awaais =~ N ey Kpurepil Pesvaniata .
3araneya KinbKicTh aepoHEX Mmpoopramsms (TAMC) <10* KOE/r <100 KOE/r
3araneHa KIMBKICTS APDKBKOBHX i 1pinesuy rpubkis (TYMC)  <10° KOET | <10 KOE/r

PisHOBHAHICTS CAJIBMOHEAR He BuaBnenay 10r

He puanienay 10T

Krmkesa nanmuxa

Heemapnenay 1 r

He pusiBnenay I r

“Ananis pamkax meraais o Rpurepli - - PesyanTata
Crunenp < 3.0 Mr/nm’ <0.01 mr/nm’
Kaamiit < 1.0 Mr/oM° < 0.01 mr/mm’
PTyTh <0.1 mr/ay’ <0.01 Mr/mm
Pivnko-ximiuni il OpragosenTHYHI BIACTHBOCTI Pesvaesraty I R T e
Cwmax DananoBuil
Hara Im’s Higmmic
19.03. 2021 p. IligroTopneno: BapGaporo Bepxi, [minmuc]

MeHemKepOM 3 KOHTPOIIO SKOCTI

[noroThn] Eprodapma Jita., Fampsxi 1, 3000 Llene, Criosenin, Ceponeficsxuit Comnr '
Ten. +386 8 200 6950, en.nowrra: info@erpopharma com, sebeaitr: www.ergopharma.com
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