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---crarnMITMThurnbsnrtra-snrcu tbrurvotturs arbri-utu surtsu PC, 98- 

200 UhbrUr1-2 LL. LIP-thbSi-tU 10, L,b<UUSUb» ri-briuq-nrzywin 

kuPuutibrrnnttra-eut ursuri-nrutrasut «phubrnsa, n-bruniuninNera- 

40119-/U1,4-8114/151., 801JL» Ubrhlr 031117, d -ULP-ibS' 11.20202.., rl-PMUThillISULe 

b0676419044 «n-PUI -uS» urn ett-furratra-sui ((11cc 03500509) 411 11U115 

CUSUUSUbh cutrumbsnrtra-enrcu tbrumtlynty «U-bri-ULU surtru PC, 98- 

200 UhbPU.r1-2 4. 1_114bbStiU. 10, 1...b<UUSUL» ri-brthq-nrtu.qui 

ku2uutibrainttra-eut ursurwmtra-aut «prubmsm., ritrav4urunrtera-

401.19-/UL+8159-/Ut 80U1.,» ubrbir 010518, d-ULTtibS' 05.20211a., n-rn(surrinsuti 

b0744723206) bt-1. «Ubb 1?I'b8fl- urn (<1-1.4C 00189087) 

mitibrnrraerecuubrb tint -wins Arbri-u-uu suru-u PC, alrth.utine 

01":1-Uth2U8hh Linsugrigne 57 43., 98-200 Uhban-2, Lb<UUSUL» 

rltrlU9-1111bUtin u.2 u-  wibr Noe ut, U.PSUfl-P1111-fa-BUI «ULP-111 11-bSrhU. 

 SZPU3h1j L-re 10 lit» UbflhW 030718, d-UW-tbS' 07.20211?., rlPflCUltalbSULI 

b0770933688 bt-1. «Wit-Lun-bsrbts RPU3h1_, L-IB- 10 Ut» ubrnix 030718, 

cruutibs' 07.20211a%, b0770928146) 1-bribrh 

tPRULUI1-111-t1a.311h1,0 fl-UrfUrbebbLiltt bQ CbSCULI.UPC 

15U.Uhl, 

Chdp Etartrubbinti LLwrtiwurbinh 2018 rattwIrwbb hrabhuti 11-11 «Cwituumwtili 

Cwbriwurbumirarwti um.nrromulwhnLiarwti tiwkiwpturiraraitut, litutintiunionirainain 

hwutnwuMni. 1.1wuhtm N 7284, nrin2Liwilp hwuwww4w& Cwjww.nwtali 

Cwtiriwurbtriniraiwt, wnnuwu.p.uhntraiwti buil-uwpwringapb liwbralurriTtntrarwti 18-pri 

Out «20» btirawlibtrin, Cwiwumwtt Cdupwalbtringajwb wnnripuntrwhniraputa 

bwfuwpwpli 2012 ja4wlwtz tj±wp4wp 241-1 N303-U hrituilwtrn4 hwuuntlintiwe 

«Curiwumwtiti Cwtipwulbuiniraineunal qbqbp, nbriwbintrabrih, pd2trwliwt., 

ti2tanulimrajwt, wjj wranwri.pwtiph U. libbuwly.rikt ubtiqwjti huntbritThbpli 

2p2wbuinntraimbn ri.wriluribgtabra 2p2wbuirirurarfl1lh9 hwtikry. (hbuiliw141) 

c4t-e M 05./I v.-  4v.c-9-.,eaegi 



hbuilitubal dwuhti whwqwbqh awbmgdwb It hbin Ijwtith  hpwliwbwgdiuti itbpwpbpjwi . 

 utbribliwuntritrajwb àlthpu hwumwt.ribint 1.1wuhb» qwpcm, Cwituumwbh 

Ctubpwwbinntrajwb Unnqwujwhwtwt Li. U21 -uwwwItph Sbtqwlitub U -wptibh 2019 

ratituquath tituptnh 01-h rahtt 01/1689-19 gpmpjnatg, hwdwawit., nph «Urhbut 

liwtnitluwt,» wt.thwui tibabtupliwutpn2 qnridhg Cwjwutnwbh Ctuttpwwbtnntrajntb 

bbptiniatthi it hriwgithE t Phubuyini. ribtituqwl-untjra 40t5q/k+8tirrAIL 80t1L 

(hwjuibutpbpilw& It ntnintd-pnrinpnit bbpliwiwgd .wb bdra2h ubphui 031117, chutkrbui 

11.2020ra., nonalwarhuiwq b0676419044) rtbq11,4-pwl -uum urn Cblibpntraitub (<1-1.<<' 

03500509) linritilig Cutjtuumwtth CwbrituurbuIntrajneu bbpdnintibt 11. hpwgth t 

PhubuiumL n.brituqwfungra 40t1g/t1[-F8dq/dL 80di (hwjtrampbrutwo It n.hdnul-pnrinpnti 

bbplragwgttwa blint2h ubpfite 010518, dwarbui 05.20211a., r1pn2dwulhtnutli 

b0744723206) nbrin, «Ubb faribirp urn (Ct-I.CC 00189087) ublibpntrajrnbtkrin 

1.14.1.wributphd 2pwjhtiL-ra  10 di (hwjtributpbpdpb U. riluinal-pnrippnti bbpliwiwgttuth 

tnInt2h ubphuf 030718, &Abut' 07.2021ra., twn2tiwaihmulli b0770933688) U. 

Utittualbuiphd 2pwjhb Ha 10 di .  (hwitribwpbpd.wa h Intrnd-pntinpn4 bbilltwjwgdp.th 

bawl, ubphui 030718, dankrbin‘ 07.2021ra., n.pn21.1wwlitnwq b0770928146) ribribrin: 

4.1.14quirtbuiphtl praujhb 1.-p 10 Lk» n.bnh taint2nul wriqw bti hbtrilywi 

wtantniunututnwuruw'UntrajnibbbpC bbpdmIninq nbrth wbrnbb t AquaDetrim, 

bbritinthtinq n.brui wpwwn.pnrip 1 Medana Pharma S.A., str. Polskiej Organizacji 

Wojskowej 57, 98-200 Sieradz, Poland (hfulp` thwrabratutinpnul, bbprthp rabprahli, 11-9- 

n.bribph ninpuip quipqwtippnri ww2tnnbw1Jw'u bbpn.hp rabnahlinal (UADT-

0559-800) putgwqwintd «ecnw y Bac mmeercn nceBAortmonapampeos (HapyweHme 

mera6onw3ma naparytpeowitHoro ropmoHa)» htuliwgnignuln, np tinijti bbpn.hp 

rabprahlintd batwer t npuibu gragnal b. walla, bb hu.thibuuk «capwowBos, oupbie II 

xpoHwiecione sa6onesavin neiteHm it nogew, altrwsHan dpopma ry6epHyne3a nerwwx, 

AeTC1041 BO3paCT pp 4-x Hep,enb» hwqwgrlignaltibpn, wwhdtub tqwjawbb «XpaHl4Tb B 

sautww,eHHom or cBera macre, wit remneparype He wine 25°C», dh2wqgwjhb 

huniutirguttrap wtattub ctribitualtb t' «wonewanutwhepon» (thwiabrawilnpna bbprilip 

rabprahq), pwg rant -Ow/a 14wpqwt1116wqt, t «wnwbg nbritutnnduh pwg ranrknn .», 

wnw2butjhb thwrabran pwgbirag hbtnn rtptuttg ogtrauq.npodwb rantliwinpbui d -tutilibtrih 

ttbriwpbpjwi.  tnbriblimpintbn pwgwiltujnal t, qpwbgt.itub hwttwumwctph hpw4wutpn2 

dwurib utbriblintrainain pwgtuquijnuf t (thwrabrawtippm.d, bbpn.hp rabprahq): 



«Phubuitnni LIbri.wlim ribriwilwruntip libRphti nbrEntbdwt, 200t14/51.11 .+40thindu 8014 

rtbrili Whamd wnliw bli hlitriltim .  uthhtuilwalwmwu[uwlintraimblibpni Olt 

wianwri.pnriti t Medana Pharma JSC, 98-200 Sieradz, W. Lokietka 10 , Poland, b2i.luth t 

«frincloekAkm TIOP -opraHoB: cperwai MAT (y AeretA)» grugnaln, pwgwLiwjnui bti 

q6epememioctb, neveHme apentokomoBoii al-11111161» hwliwgnignallibpn, ti24wb t 

«Aerckwil BO3paCT Ao 2 mecmtes WM AO 6 Hegenb now pomiAehmm OT maTepw c BI4LI 

micbeKumerm hauliwgnignula, wrap RI himtbuum .  «ommoepemernibiii npmem c 

AocknoutAom, nardwrraKacenom, ammoAaporionn, KI103a1114HOIVI», «Aectmuyrr caxapa3bi-

1,130Ma/IbTa3b1, HenepeHoumoub CPpyKTO3b1, MK)K030-rallaKTO3H851 manbo6cop6uwig 

htliliwgnignaltabnn, pwgwliwinal t ri.bribph wnw2bwilib inupbran pwgbung hbuin 

nraubg oquitocinptalwli ramftwoinbill d -unllibmh Libpwpbpjuk tribriblimpinain, 1.111.1gibn 

clinutigt.tuth Libpnliowi ri.bbpqri wnw2bwjhb ttiunablan pulgbintg hbum rwwlig 

oquiwqnpatImb raraliwumbili dwiRftiwti t 8 warn., t: 

cruuusnlilf blf 

1. '1-bribph 1.1bErw&ul -u hptligatalp qpwr4nn , ribriuunliwibt, cnnErmlibmpintli 

hpwliwliwgnri, 	pd21ui1iwli 	oglingainal 	Li. 	uttiwuwplinal 	fmtoliwtiwgling 

hpwitwpwbwliwt, wbawlig 	t withwut ebnbuinquAnbpbphtf rgurywribglibi 

Cwittiumwt* «L1Lhbw lIwbroluultiD wbhunn abntRopliwmhnn2 linruibg Ciumumwbh 

Ctubpwitibutntraintta tibrulniatwb ollbritubw Istuptito PC, 98-200 Uhbpwn.q 

L,nlifibutliw 10, L,bhulumwtD) ribripqmpbwliwt, litkistiwbbpuintraiwta wrnmug.pntrajwb 

«Phubuitnnt 	 40t1q/l1L+81.1q/U -L 80L1L» obrihui 031117, dwilLibui 

11.2020p., rtim2tIu4tnwlf b0676419044 rjhnji, «rl-pw[tan» 19 1-1 Clibbrimpiwt, 

03500509) limpilig Cumuu-iwlib Ctutinumibinmraimb libptintottwb «lfbruutiw Swptlw 

PC, 98-200 Uhbriwn.q 	L,nlihbuil.p.0 10, L,bhwutnwli» n.lirsicinpowLiwt, 

lituqdwlibrutintrajwb uminwrgimpiwt, «Phubuitnni .  ri.bnwliwl-unyp 40dc0A+81.1c1/(.11 

80tli» uhribuf 010518, duallibm' 05.20211a., rion2dwl4hunob b0744723206) gat U 

«Ubb fapbm.» Uuj (Cithh' 00189087) plilibpmpirablilipb 1nrt1g GlIbriwtau Swpau 

PC, almulin) Opqwbhqwghh Ltniulintinj 57 0., 98-200 Ubbriwrict, 1.,lihmumwliD 

ribriwq.npawLiwb butqtlwbbpuppiwt, winnwripmmult, a11i4wribum111-1 21 11-u1htl l-P 10 

LS) ubphuf 030718, d -wtilibm' 07.2021p., n.pn2tIwu4raritull b0770933688 

2pu.uhti Ha 10 Lk» ubphof 030718, dwtilibtri 07.2021p•, 



r01112 1-iw4uiw14 	b0770928146) 	ribribph 	2p2wtnunnyainalE 	hwiwuumbh 

Cwbriunmbuimpinamul: 

2.Cutiwuumbh Cwbriwalbinnyaiwb wnnrt2unuwhnyajwb buiruwpwprniajwb 

w2fuwwwqwqi1h hwuLunwliwibnyaiwb hbin Liwuibph ptudbh u/bui L. 

Ptupwluwbitubfill 

1) unLiwhniThi.  Liwubwqranwlitilb U. u4w2tnnbuiliwb quagly.wouyhb yiwuningaiwb 

iTh2ngbbpnul huniumiwunuu[uwb uthybliwuntnyaiwb hpwaiwpwlinulE: 

3. liaibw SWtJnLUJWbX> Lubhwui abribwp1iwu111pn2p, «cl-pwfuum 11 11 Cblibpnyaiwb 

Li«Libb faribirp Uui  nbUbrimpinitibbph traporiblibbrihti 

1) liaiwhnitbi.  unyb hflunliubh wnw2hb bbuinal b24Lub «llby.wtiw Iwptiw PC, 

98-200 Uhbriwriq 4. Lnithbuiliw 10, 1...bhwuinutin, ri.bawqnpoullitub 

bwqt.lwlibriuinyaiwb Lupwwq.prnrajulb «Phubtquini ti.briwinuibnyra 40tici/110-8ticillfi 

801.4» ubrihuf 031117, d-wdlibtre 11.2020p., ylinolun.qhunulf b0676419044 ybrib, 

«Librimbw thwrillw PC, 98-200 Uhbpwqq .  L.,nlihbibliw 10, 1..bhunnnwt.th 

qbquignpawliwb btucitiwilbpuinyajwb wpwwy.pnyajwb «PhubuitnnL ribriwtiwfunkya 

401.1q/U1+81.1q/lJi 80Lip ubphui 010518, duallibin' 05.2021p., y.pn2tiwuniunull 

b0744723206) y.brth U.«Ifbri.wbw lwrmlw PC, alnLubry Opembhqwghh Liniulintlyg 57 

.43 ., 98-200 Uhbpwri.q, Libhwumwtn> y.briwcnribtuliuth bumitiwUbrlignyaiwb 

wrnnwrmnyajwb «ULKwykinpral 2payhb L-p 10 Lip ubphui 030718, duallibui 

07.2021p., qpno.lunyhuiwb b0770933688 U.«U.Lpiwn.buinhii 2pwjhb L-p 10 Lip ubphw' 

030718, dunaibin` 07.2021p., ripb2tkuulhulwil b0770928146) rj.äribpIi 2P2wIn.unnyaiLub 

riwn.wilbgnain Cwiwumwbh Cubinuaibuinqajwb unipnri2 inwpwbpnui U. hbin 

hunituanain' wig. Liwuhb mbribbiuunimpinib wpwtiwn.pbrul .  Cwjwutnwbh 

Cwbpwaibuintiajwb wnnuwu.p.uhrapiwb buattaupwrInyambn: 

4. «UbLuy.bilnu 	kirk q-LuPPlibUwtt Lubt.iwb 	ihribriii 	Li. 0211wliwb 

tnb[utminghtubbrih thnpawcihinwliwti Ubbinfintn) OPC-h inboribbh Wu" L.,.11bijipiwbhb' 

1) uwht.iwthlwa liwpqn4 wu4whin4bi hbuthantwptiwb qnpkbrawgh 

hwdw1wpqnui U. wpryrabpbbph tiwuhla mbribliwybk CC wang2wtquahnyajwb 

bull-uLupwringainth: 

5. CC unnuun.quihnyajwb bull-uwpwrimpiwb w2I-uwww1ituqdh pwpinnuiwprapjuth 

itibui P. rl-wpplibiwbfae uwhtitubilwa buipqrat ump.uhnt.thi unyb hpuniwbh ophbuibh 

hwbabnulp ungb Ltuipsliwb winnh hwugbannbribrihb: 
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