~ Crpanuua 1 us 1
Cantotac ®apma M'M6X

OTTo-BoH-Topuke-Annee 1 A L U T A S Pharma
39179 bapnebeH / FepmaHua , ' Gm b H
Ten.: +49(0) 39203710

dakc: + 49 (0) 39203 71 7770

CepTtudukar CooTBeTcTBUSA

MNpoaykT: ALL® 200, nopouwok AnA opanbHOro pacteopa no 200 mr, YKP
3 r B naketukax, 20 nakeTUKOB B KAPTOHHOW kopobke

Cepusa Ne: KJ8119 Pazmep ynakosku: 20 wr

Cpok rogHocTu: 12/2022 [ara sbinycka: 21.Mapra.2020

Ne cepum Ha ynakoBke: 0C1561 Hara npousBogcrea: 12.12.2019

PeructpauuonHoe cBuperenncreo Ne:  UA/2031/02/01 BuinyuweHHoe konuyecTso: 9786 ynakoBok

Y4yacTku BoBneUYeHHbIe B npou3BoACTBO:

Mpou3BOACTBEHHBLIN Y4aCcTOK Ne nuueH3UM Ha NPOU3BOACTEO
Mpoussoautens in bulk iunpodbapm MMEX, Nepmakus DE_NW 03 MIA 2019 0043
Ynakoska Nurpodapm MMEX, Mepmanus DE_NW _03_MIA 2019 0043
TecTuposaHue npu JNinnpodbapm MGX, Mepmanus DE_NW_03 MIA 2019 0043
BbiNycKe = -
Buinyck cepuu Caniotac ®apma 'm6X, Baprieben, DE_ST_01_MIA_2019_0008
epmanus

HacTosum nogTeepx[at LOCTOBEPHOCTb U TONHOCTD BbllUeykasaHHON uHhopmaumu. laHHasa cepus npenaparta
Bbina nponsseneHa, BKOUAs yNakoBKY/MapKMPOBKY U KOHTPOMb KauecTBa, Ha BbilieykasaHHOM
NPOV3BOACTBEHHOM y4acTKe(ax) B NONHOM COOTBETCTBMU C TpeGoBaHusMY GMP MeCTHbIX PerynaTopHbIX opraHos w
cneyudmrkayuamm, ykasaHHsiMy B PeructpaunorHom [ocke CTpaHel umnoprepa. [laHHbie 06 UaroToBRNEHN Y,
ynakoBke v aHanusax cepuv Gbinu NpoBepeHbl 1 NOATBEPKAEHO UX COOTBETCTBME CTaHaapTam GMP.

Cepus BbinywieHa AN peanu3sauun YnonHOMOYEHHBIM NALOM.
CepTtudukar aHanuaa npunaraetcs oTAENbHO.

KomMmeHTapuu: /

Damunus U 4OMKHOCTL OTBETCTBEHHOro nuua:

Dr. Albert Hesse
YnonHoMouerHoe nvyo

Oara: 21.Mapra.2020 Moanuce: /nodnucs/




Caniotac ®apma Mv6X

Crpanuua 1 13 1

Otro-BoH-Topuke-Annee 1 S A L U T A S Pharma
39179 bapnebeH / Fepmanus : GmbH
Ten.: +49(0) 39203710
dake: + 49 (0) 39203 71 7770
Ceptucukat AHanusa

Npoaykr: ALILI® 200, nopouwok Ans opansHOro pacteopa no 200 Mr, YKP

3 r 8 nakeTukax, 20 NAKETUKOB B KAPTOHHOI KOpoBke
Cepus Ne: KJg8119
Ne cepuu Ha ynakoBke: 0C1561
Hara TecTupoBaHus: 24.01.2020
MNokasatens: Donyctumbie HOpMbiI: Pesynbrathi:
Onucanue:; romoreHHbli nopoiuok 6enoro Useta Ges arnomepaTos COOTBETCTBYET
3anax: C 3araxom anenscuHa CoOTBETCTBYET
Onucanue pactBopa: NPO3payHbIi MM cnerka onanecumpyowmi GecLBeTHbIN COOTBETCTBYeT

OAHOPOAHOCTL MacChl:
(Esp. ®apm. 2.9.5)

pH;
(Esp. ®apm. 2.2.3, 10% BoAaHSIA
pactsop)

MNorepu npu Bhicywnsauuu:
(EBp.®. 2.2.32)

Upentudukauus:
AueTunuucrevn
(BOXX/konuu. onpea.)

KonuyectBeHnHoe onpeneneHue:

AueTunumcrevH

(BIXX)

Mukpo6uonoruueckas yuctora:*
(EBp. ¢. 2.6.12/2.6.13)

MpoBepka ynakoBo4YHOro

pacTBop B BoAe

Cpennsan macca HanonHenms: 3,0 T + 5 % /nakeTuk
18 nakeTUkoB + 7,5 %, 2 nakeTuka + 15 %

2,0-2686

£1.0%

COOTBETCTBYeT CTaHaapTy

200,0 Mr £ 5 % / nakeTuk
(190,0 - 210,0 mr/nakeTuk)

AomxHa cooTeeTcTBoBaTh EBp. ®. 5.1.4

YnakoBouHbliA MaTtepuan cooTBeTCTBYeT TpeboBaHusM.

3,00 r/ nakeTuk
COOTBETCTBYET

2,2

<0,1%

COOTBETCTBYET

198,23 mr/ nakeTuk

HE TeCTUpoBanoch

marepuana: XapakTepucTukn ykasaHbl B COOTBETCTBUN CO CTraHaapToM u
pasbopumso. COOTBETCTBYET
Npumeyanus: *TECT BbINONHAGTCA ANK KAXA0MA 5-0ik cepun '

AHanNUTUYECKOS TECTUPOBAHUE BLINOMHEHO Jiunaodapm rmeX

721-5932.00-UA 2.0

Mpu ccoinke Ha Esponeiickyio ®apmakoneto

noapasymMmesaeTcs AEVICTBYIOLHEH pepakuus

Hara npoussoactsea:; 12.12.2019
Cpok rogHocTu: 12/2022
Hara sbinycka: 21.Mapra.2020

Inodnucs! Inevamsl
Dr. Albert Hesse
YnonHomoueHHoe nuuo




JEPXJIIKCIIYXBA YKPATHU
JTEPXXABHA CJY)XFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJXO 3A
HAPKOTUKAMM Y KHIiBCBHKII OBJIACTI

npocnekr Banepis JloGaroscbkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
Npo AKiCTh BBe3eHOro B Ykpainy JikapcnKoro 3aco0y

29.05.2020 Ne 22484/20/10

AIII® 200

(ualiMenyBauns nikapcbkoro 3aco6y 3riaHo 3 PpeecTpauiifHuM NOCBiAYEHHM)
TIOPOIIOK [Ist OpaabHOre po3unHy 200 mMr 1o 3 r nopomky y naKeTnKy; no 20 nakeTukis y
KapToHHIHi Kopobui

(dopma Bunycky, nosysanus, sux RaKyBaHHS Nikapcskoro 3acoby)

Howmep peectpanitinoro nocsinuenns UA/2031/02/01 crpok aii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 0C1561 Kinbkicts BBe3eHOrO NiKaperkoro 3aco6y 9786
Bupo6uuk Camorac ®apma I'm6X, Himewuuna :
(HaliMenyBanHs BHPOGHUKA NiKApCEKOro 3acofy, kpafHa NOXOMKEHHS)
Beeseno B Vkpainy ToBapucrso 3 oGmMeskeno10 BiamoBinansmicTio "Cangos Ykpaiua",
inenT. xon: 38419586

(HaiiMeHyBaHHS Ta KO 3 €PTIOY sopuamyHoi ocobu aGo npi3sume, im's, o Garbkosi disuunoi
oco6u - nianpuemus, if Micue npoxuBanig Ta peecTpauiifinii Homep o6nikoBoT KapTk) MnaTHAKa
nonarxis aGo cepis Ta Homep nacnopra)

porokon Bisyansuoro kontpomo six 29.05.2020 N 1392/6.

3a pesymTatamH nmepxaBHOTO KOHTPOMIO BCTAHOBJIEHO, IO NiKAapChKWM 3aci6 BBe3eHO B Vkpaity 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA wmono 3a6e3neveH s IKOCTI NiKapchKHX 3aco6is.

3aCTy11 s "": " 14

Hepxay IPCHRYUX 3ac00iB

Ta KOH rican W Kuiscrkift 3y6apesa H. B.
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J:[EP}I(JHKCJW)KBA VKPATHU
AEPKABHA CJIIYXBA 3 JIKAPCLKUX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIHN OBJIACTI

npocnexT Banepin JloGanoscbkoro, 51, m, Kuis, 03110, ten/pakc: (044) 2753030
E-mail: dls.ko@dis.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK

PO AKICTH BBE3EHOT0 B Ykpainy jgikapcebkoro 3acody

29.05.2020 Ne 22485/20/10

AIIN® 200

(HaliMenyBanna AiKapcBKOro 3acoby srixHo 3 peecrpautitinnm NOCBIIYEHHAM)
MOPOWIOK /111 0paabHOTo posauny 200 Mr o 3 ¢ MOpomIKyY y naKeTuky; mo 20 nakeTHKis y
KAPTOHHIH Kopooui

(thopma Bunycky, nosysanns, sug TtaKyBaHHS NikapcLKoro 3acoy)

Howmep peectpaitiroro nocsizuenns UA/2031/02/01 CTPOK Ail peectpaiiinoro nocsigyenus 01.01.2099

Cepin nixapcbkoro sacoby Ne 0C'1562 Kinekicte BrE3€HOrO Nikapcskoro 3acofy 9696
BrpoBhuk Camorac ®apma I'm6X, HiMeaunra
(waiimenynauns BHpoGHUKa NikapceKoro 3acoly, kpaina NOXOMEHH)
Baeseno B Vipainy ToBapucrso 3 06mexenoro Bimmosizaasmicrio "Canpos Yxpaina",
inenT. kon: 38419586

(HaliMenyRauns Ta kox 3a CIPTIOY ropuamynoi ocobn abo nipizBue, iM's, N0 6aTbKOBI] tisHunol
0C0o0H - minnpHeMu, if Micie NIPOXHBAHHSA Ta peecTpanifiuuif HoMep 06/1ikoBOT KapTKy MTaTHMKA
nozaTxis abo cepis Ta Homep Aacropra)

Mpotokon Bisyansroro KouTpo.no 8ix 29.05.2020 Xe 1392/7.

3a pesyneTatamu ACPHABHOIO  KOHTPONIO BCTAHOBJIEHO, IO NIKapChKMH  3aci6  BBeseno Vipainy 3
AOTPHMAHHAM sumor 3AKOHOMABCTBA WIOAO 3a6e3NeYeHHs IKOCT] AIKAPCHKHX 3ac06iB,

T

i 5 £33 : ; N,
3acTynHuk gadaipHKa BLUKiNy

ﬂepmggngf g{Iyﬂcﬁn 3 JIKapPCLKHX 3aco0iB 3yGapesa . B,

Ta KOH'gp(;_'rm? 3a HapxotukaMu y Kuipcpkijt ;.;f;/
ofmacti = i Wxyypyy, | = . !/
(nodé,z;orfapcéﬁg oprauy_'ncbx;aiiﬂom KOHTPOMO) (ninmuc) (iniuiamu ta npizaHwe)
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Crpannua 1 n3 1
Canrac ®apma MvEX

Crro-son-Tiopuke-Annee 1 g § 4 g Pharma
39179 bapnebeH / MepMaHus = ? ) GmbH
Ten.: +49(0) 38203710
dakc: + 49 (0) 39203 71 7770
Ceptudukar CoorsercrBus
MNMpogykr: AUL® 200, nopowok ans opanbHoro pacTBopa no 200 wmr, YKP
3 r B nakeTukax, 20 NaKeTUKOB B KaPTOHHOWM kopobBke
Cepus Ne: KJ8s120 PazMep yNnakoBKu: 20 wr
Cpok rogHoCTH: 1272022 faTa Bbinycka: 21.MapTa.2020
Ne cepuu Ha ynakoBke: 0C1562 [ara npoussoncrtea: 12.12.2019
PeructpaunMonHoe ceueTenncTeo Ne: UA/I2031/02/01 BbinyueHHoe konuyecTBo: 9696 ynakosok
Y4acTKu BOBNeYeHHbIe B MPOU3BOACTEO:
MNpon3BoACTBEHHbIA Y4aCTOK N2 nuuyeHauun Ha npouaBoacTeO
MpowaBoauTens in bulk Nunaodapm MmMEX, Mepmanus DE_NW 03 MIA 2018 0043
Ynakoska Jungodapm MubX, Mepmarus DE_NW 03 _MIA 2019 0043
l’zﬁ;ﬁizsaﬂne npwu Nuraodapm MuGX, Mepmanns DE_NW_03_MIA_2019_0043
Beinyck cepun Cantorac ®apma M'M6X, BapnebeH, DE_ST_01_MIA_2019_0008
CepmaHus

Hacroswnm noaTeepaaln 40CTOBEPHOCTL M TOUHOCTL BbilU€yKasaHHOW uHdopmaLuuy. [laHHas cepus npenapara
Bbina npouseeaeHa, sknioyan YyNaKoBKy/MapKUPOBKY 1 KGHTRONb KA4ECTBA, HA BLILLEYKA3aHHOM
MPOWIBOACTBEHHOM y4acTke(ax} B NONHOM COOTBETCTBUN ¢ TpeBosaHnamn GMP mecTHbix PErYNATOPHBIX OPraHos
cneuudukaLuamy, ykasarHeIMW B PerucTpaunorHom flocse CTpaHsl UMnopTepa. JaHHsie 06 usroTosnequy,
YNakoBke W ananuaax cepuu Beinu NpoBEpeHs! 14 NOATBEDKAEHO VX COOTBETCTBUE cTaHgapTam GMP.

Cepna BoinylyeHa ANS peanusauun YnonHoMoYeHHbIM nuLoMm.
Ceptudpmkar aHanusa npunaraeTcs oTAeNbHO.

KommeHTapuu: /

Damunua u AOMKHOCTL OTBETCTBEHHOrO NMua;

Dr. Albert Hesse
YnonHoMoyeHHoe nuyo

Aata: 21.MapTa.2020 Moanuck: /nodnuce/
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Caniortac ®apma Mw6X

Crpanuua 1 13 1

OTTo-BoH-T0OpuKe-Annee 1 ; ;‘ L U Eamﬁ S Pharma
39178 bapneben / Fepmanns b—% & # GmbH
Ten.: +48(0) 38203710
Pakc: + 48 (0) 39203 71 7770
Ceprudmkar AHanuaa

Mponykr: ALIU® 200, nopowok Ans opanbHoro pacraopa no 200 wr, YKP

31 B nakeTukax, 20 NakeTUKOs B KAPTOHHON Kopobke
Cepusa Ne: KJ8120
Ne cepuu va ynakoske: 0C1562
Llara vectuposanus: 27.01.2020
MoxazaTtens: AonycTumble HopMmb: Pesynbrats:
OnucaHue: FOMOI&HHBIA Nopowok 6enorc useTa 6ea arnomMepaTos COOTBETCTBYET
3anax: C 3anaxoM anenescuHa COOTBETCTBYET
Onucanune pacTropa: MPo3paYHsli Wik cnerka onanecuvpyoLLmi BecuBeTHbIA COOTBETCTBYET

OnHOPOOHOCTL Macchl;
(EBp. tapm. 2.9.5)

pH:
(EBp. ®apm. 2.2.3, 10% BOAHLIH
pacrtasop)

MoTepu Npu BLICY IWIMBaHMMU:
(Esp.®. 2.2.32)

Wnentudikauun:
AueTuNUMCTEenH
(BOMX/vonwny. onpeq.)

KonuuecreeHHoe on penenexHue:

ALETUMNUUCTENH
(BIX)

MuxpoBuonoruyeckas dyucrora:*
(EBp. . 2.6.12/2.8.13)

MpoBepka ynakoBOYHOro

pacTBop B BOAE

CpeaHas macca HanonHeHus: 3.0 r + 5 % /nake Tk
18 NaxkeTukoB + 7,5 %, 2 naketvia + 15 %

20-26

=10%

COOTBETCTBYET CTAaHAapTy

200,0 Mr £ 5 % / nakeTux
(190.0 - 21C,0 mr/nakeTHk)

AomxHa cooTReTcTBOBaTE EBp. ©, 5.1.4

¥NakoBoYHbIA MaTepvan COOTBETCTBYET TpebosaHuAM.

3,00 r/ nakeTuk
COOTBETCTBYET

23

<0,1%

COOTBETCTBYET

201,85 mr/ naxkeruk

HE TECTUpOBanocsH

Matepuana: XapaKkTepucTUkY YKasaHbi B COOTBETCTBUN Co CTaHpapToM
pasbopuuso. COOTBETCTBYET
MNpumevanus: “TECT BbINCNHAGTCA ANS KaXa0l 5-0f cepui

AHaNUTUYECKOS TECTUPOBAHME BLINOMHEHO TuHgodhapm rmeX 721-5932.00-UA 2.0

Mpu ceelnke Ha Eepenefickyio dapmakonek 10ApPa3yMesaeTcn AeHCTEYIOWAA pefakLua

HaTa npounssogcTsa:
Cpok rogHocTu:
fAaTta Bhinycka:

12.12.2019
12/2022
21.MapTa.2020

/nocdnuce! Inevamsf
Dr. Albert Hesse
YnonHomo4erHoe nuuo
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HEPXIIKCIIYXBA VKPATHH
JAEPIKABHA CIYKBA 3 JIIKAPCLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KUIBCHLKIA OBJIACTI

npocnext Banepis JloGanoscskoro, S1, m. Knis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €HPIIOY 37078774

BUCHOBOK

PO SIKiCTEH BBe3eHoro B Yxpainy sikapcbxoro 3acoly

29.05.2020 Ne 22486/20/10

AIII® 200

(naliMenyBanHs niKapcskoro 3acoby 3rinHo 3 PeecTpanifinmum nocsinyenssm)
MOPOLIOK NS 0paNBHOro po3uuny 200 mr o 3 r NOPOUWIKY y NaKkeTnKy; no 20 nakeruxis ¥
KapToHHii Kopodui

(thopma BuRycKy, A03YBAHHH, BRI [1AKyBAHHA JIKAPCHKOro 3acoly)
Howmep peecrpauiiinoro nocsixuens UA/2031/02/01 crpok mit peecTpauiiinoro nocsinuenns 01.01.2099
Cepis nikapenkoro 3acoby Ne 0C1563 Kinsxicts Beesenoro ikapeskoro sacoby 9662

Bupobuuk Camorac ®apma I'm6X, Himequuna

(nakimenypanns BHPOGHHKA NiKapehKoro 3acoby, xpaiua NOXOMKEHRs)

Baesero B Vipainy Torapuerso 3 o6mexenoro BianosinamLuicTio "Canpos Ykpaiua",
iment. kon: 38419586

(mafiMeryBanng ta koz 3a €APIIOY ropuanyHoi ocobr abo Npi3BHILE, iM'S, N0 6aTHKOBI Dizuynol
OcofH - miAnpuemus, it Micue TTPOHBAKHA T4 peecTpauiiinuif Homep oGnikosol KapTKH NNaTHHKA
nozarkis abo cepis ta Homep [acropra)

MIpovoxon Bisyannuore konrpoo six 29.05.2020 Ne 1392/8.

3a  pesynbraTamu ACPKABHOTO  KOHTPOMIO  BCTAHOBIEHO, 10 mikapcekuit  3aci  Beeseno B Yxpainy 3
AOTPHMAHHSM Bumor 3akonoascTsa o110 3a0e3neYeHHA AKOCT] NiKapChKHX 3a006in,

e T,

Bactynsm hauanrmca izginy
I{ep}icas_rtb_l'_;eﬁymﬁn'a MKapCHKHX 3ac061B

N i 7/ 3ybapera H. B.
Ta KOHTPORIO 3a HapKoTHKamu y Kuiscskii y, ybap
obmacri: *i4UaYUFy;, E 7/
(ﬁQcazEdua ocofa oprany'ﬂgpxcamiom KOUTPOJO) (nianuc) (infwianu Ta npizsuue)
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: Crpanvua 1 u3 1
CanwTac ®apma MueX

Ot70-80H-MOpHKe-Anree 1 - B . Pharma
38179 bapnebeH / Tepmatna i GmbH
Ten. +49(0) 39203 710
dakc: + 49 (0) 38203 71 7770
Cepruchukar CooTBeTCTRUS

Npopykr: ALIL® 200, nopotok ans OpanbHoro pacteopa no 200 mr, YKP

3 r B naKeTUKax, 20 NaKeTUKOE B KapToHHo# KopobBke
Cepusa Ne: KJ8121 Pa3mep ynakogsku: 20 wr
Cpok rogrocTy: 12/2022 Hata Bbinycka: 21.Mapra.2020
Ne cepuu Ha ynakoske: 0C1563 farta npoussogcrea: 12.12.2019

PervcrpaunoHtoe ceunerenscTeo Ne:  UA/2031/02/01 BrinyuenHoe konuyecTro: 9662 ynakoeok

Y4acTku BOEBNE€4YeHHLIe B npouaBoAcTRO:

- ) ]

MNpousBoAcTBeHHLIA yyacTok Ne nuuenanwu Ha npoussoacTro
lpowssonutens in bulk Jlunnodbapm MmbX, Fepmania DE_NW 03_MIA 2015 0043
¥Ynakoska Jutgocdapm Tm6X, Fepmarun DE NW 03 MIA 2019 0043
;‘:c:;uézgaame npu TvHaoapm MBX, Mepmanna DE_NW_03_MIA_201 90043
Buinyck capuu Caniorac ®apma TwbX, Bapneben, DE ST_01_M 1A_2019_0008
Mepmanus

Cepus seinywicHa ans pean3aunn YnonHoMoueHHsIM N1LoM.
Ceprucukar aHanusa npunaraercs OTAENBHO,

Kommenrapuu: /

Damuniva u A0MKHOCTEL OTBETCTBEHHOIO nuua;

Dr. Albert Hesse
YnonHomoueHHoe nmgo

Hara: 21.MapTa.2020 Moanucs: /nodnucs/
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Canwtac ®apma MmEX

Crpanrnua 1 13 1

OTTo-s0H-TopyiKe-Annse 1 S A gm U E : g Pharma
39179 bapneBen / MepManus - GmbH
Ten.. +49(0)39203710
®akc: + 49 (0) 39203 71 7770
Ceptudukar AHanusa
Mpoayxr: ALLI® 200, nopolwok Ans opankHoOro pacTeopa na 200 Mr, YKP
3 r 8 nakeTHkax, 20 NaKeTUKOB B KAPTOHHOM KopcBxe
Cepus Ne: KJ8121
Ng cepumn Ha ynakoske: 0C1563
Hara TectupoBanus: 27.01.2020
| Tlokazarens: LONyCTUMBIR HOPMbI; PesyneraTh:
Onucanue: romorextbiil nopoluok 6enoro LiseTa Ges ariomepaTos COOTBETCTBYET
3anax: C 3aNaxoM anesnbcuHa COOTBETCTRYET
OnwucaHue pacTeopa: NPO3paYHbIf KW Crerka onanecuMpyolLmi GecLBeTHbIA COOTBETCTEYET

OAHOPOAHOCTL MACChI:
(Esp. ®apm. 2.9.5)

pH:
(Eep. ®apm. 2.2.3, 10% eopxsiil
pacTsop)

MNoTepu Npu BhicyIMBaHK:

{Eep.®. 2.2.32)
WneHtubukauun:

AueTanuMcTerH
(BSXX/xonuy. onpea,)

KonudecrseHHoe onpegenedHue:

ALETUNLUCTENH
{(BIMX)

Mukpobuonornyeckas yucrorta:*
{Esp. th. 2.6.12/2.8.13)

MNpoBepka ynakosouHoro

pPacTaop B BOAE

CpegHsn macca Hanonserus: 3,0 1+ 5 % /nakeTux
18 nakeTwkos = 7,5 %, 2 nakeTuka + 15 %

20-28

=1.0%

COOTBETCTBYET CTAHAANTY

200,0 mMr =5 % / nakeTtuk
(180,0 ~ 210,0 mr/naxeTuk)

AoIvkHa cooTBeTcTBORATE Ep, ®. 5.1.4

YNakosouHeI? MaTepuan CCOTBETCTBYET TRebDoBAHUAM,

3,01 r / nakemvk
GOOTBETCTBYET

2.3

<0,1%

COOTBETCTBYET

197,91 mr/ nakeTtuk

HE TECTUPOBANOCE

AHanuTUYecKkoe TeCTUPOBAHUE BLINOMHEHO TNvnpodsapm MmeX

Marepuana; XapakTepucTUky yrkasaHsl 8 COOTEETCTBIAM CO CT2HaapToM U
pasbopymao. COOTBETCTBYET
Mpunmedanus: “TEGT BhINCIHAGTCA ANA KamAOH 5-0/ cepun

721-5832.00-UA 2.0

IMpu ceeinke Ha Eponelickyio P$apmaroneio

Oata npovasoacTea: 12.12
Cpok rogHocTH: 12
Aara soinycka: 21.MapTa

noApasyMenaeTea AeHCTBY AR Pejaxuma

2019
/2022
2020

/nodnucs! Inevams/
Dr. Albert Hesse
YnonHoModYeHHoe NuLo
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JEPXIIKCIIYXBA YKPAILM
HEPAKABHA CJIVIKEA 3 JUIKAPCBKHUX 3ACOFBIB TA KOHTPOJIO 2A
HAPKOTHKAMM Y KUIBCBHKIM OBJIACTI

npociekt Baepia JloGanoBerkore, 51, M. Kuis, 03110, ten/akc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
IIPO SIKICThL BBE3eHOro B Yxpainy aikapcskoro 3acoly

29.05.2020 Ne 22487/20/10

ALI® 200

(naliMenysanns nikapcskoro 3acoy arigno 3 peecTpauifinmm TIOCRINMEHHSM)
NMOPOMIOK UIST 0PaiLHOro po3uuny 200 mr oo 3 r NOPOIIKY y nakernky; no 20 nakeruis y
Kaprouniii kopo6ui

(dopma Bumycky, A03YBAHHA, BHI NIAKYBAHHA J{KAPCHKOro 3acoby)
Homep peectpauititoro nocainuenns UA/203 1/02/01 erpox aii peecTpauifinoro nocsinvenns 01.01.2099
Cepis nixapcbkoro sacoby Ne §C1564 Kinexicrs sresenoro mikaperkoro 3acoby 9795

BupoGauk Camotac ®apma I’ MO6X, HiMeuunna

(nafiMenyBanHy BHpOGHNKa NiKapCLKoro 3aco0y, xpaina TIOXOIKESHHS)

Baeseno b Vipainy Tosapnerso 3 o6mexenoro BianoBinansHicro "Cannos Yxpaina",
inent. kox: 38419586

(HaRMeHyBaNHs Ta Koz 3a CaPTIOY FOpHUIHOT 0coBu a60 npissuite, v, Mo Garokosi dizuunof
0COOH - ninnpueMit, 17 Micne NPOXHUBAHHA Ta peecTpayuiHuuii HOMep 06nikoBoT kapTry nnaTHuKa
nonarkis abo cepis ta HOMEp nacnopra)

[Iporoxon sisyannuoroe KonTpomo eig 29.05.2020 N 1392/9.

3a  pesynsTatamu JePKABHOIO  KoHTpomo BETAHOBNEHO, w0 nikapcekuil  3acif BBE3CHO B VYkpainy 3
AOTPHMAHHSAM sHMor 3akonozascisa Uion0 3abesneqe s AKoCTi TikapchkuX 3aco6in,

3aCTyHUK HavYaLunKa Binginy

Hepxaeuoi cnysx6u 3 IKAPCEKHX 33C061n 3y6apesa . B

Td KOHTPOJIO 32 HAPKOTHKAMH y Kuiserkii ,?/
obaacri e ! Y
{nocanona ccota OpraHy AepHABHOr0 KOHTPOMO) (nianuc) (iniuiany ta npizsule)

- MLIT.
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Cypanuua 1 u3 1
Canwrac dapma M'mbX

Otro-sok-Topuke-Annee 1 i ﬁ"% : L2 Pharma
39179 Gaprieex / TepManns %) A=A e GMmbH
Ten.: +43 (0) 38203 71 0
Qakc: + 49 (Q) 39203 71 7770
Ceprtudukar CoorrercTeus
Apeoaykr: AUU® 200, nopowok Ansa opafibHOro pacTeopa no 200 wmr, YKP
3 1 B nakeTukax, 20 nakeTMKos B KapToOHHOW KopoGke
Cepus Ne: KJg122 Pasmep ynakosku: 20 T
Cpok rogHocTu: 1212022 Hata Beinycka: 21.MapTa.2020
No cepuu Ha ynakosxe: 0C1564 Hata npoussoncrna: 13.12.2019
PerucrpaumonHoe ceugetentcTeo Ne: UA/2031/02/01 BeinyuleHHoe KonuyecTeo: 795 YMaKkoBoOK
Y4acTkn BOBREUEHHbIE B MPOH3IBE0ACTRO:
| {IpoU3BOACTBEHHLIN y4yacTok Ne nuueH3umn Ha NIPOU3BOACTRO
_Mpeuseoantens in bulk NuHpodapm MMGX, Tepmanua DE_NW 03 MIA 2018 0043
Ynakoska Inpoceapm [MBX, TepmaHus DE _NW 03_MIA_2019 0043
;:cr;];iigsawe npw Nunaocdapm MubX, MNepmarus DE_NW_03 MiA_2019_0043
Beinyck cepuu CantoTac ®apma MvEX, Bapnefen, DE_ST_01_MIiA_2013_0008
["epmanun

HacToswurm nogTeepxgan AOCTOBEPHOCTE ¥ TOYHOCTL BLILUEYKA3aHHOW uHtbopmMauun, [anHas CEpUs nNpenapara
Orina npouseesexa, BEAKYES YNaKoBKY/MaPKMPOBKY W KOHTPOML KauecTsa, Ha BhlLLEYKa3aHHoM
NPON3BOACTEEHHOM yHacTKe{ax) B NoNHOM COOTBETCTBUN C TpebosaHuamMu GMP mecTHbIX DEMYATOPHEIX CPraHos KU
CneUnbvKaLuaMK, YKasaHHbIMY B Peructpauvortom Hocke cTpansl umnoptepa. daHHbie 06 usroTosneruy,
YNAKCBKE U aHanusax cepuu Gbinv NPCBEPEHE! U NOATBEPKASHO NX COOTBETCTRYE cTaHgapTam GMP,

Cepus Boinyllera ANA peanuaauuu YnonHoMOUeHHbIM NALLOM.
Ceprnduxat aHanusa npunaraertcs OTAENLHO.

KommeHnTapuu: /

Damunua u AONHHOCTE OTBETCTBEHHOO nuua:

Or. Albert Hesse
YNonHomMoyeHHoe nuyo

Hata: 21.MapTa.2020 MNonnucs: /nodnuce/

//f%%/#/ﬁ /// 01 - Ry




Crpanurua 1 us 1

Canwrac ®apma MvEX e Mk R

OTro-BoH-THOpUKe-Annee 1 o FA g | H T e Pharma
o s\\},‘ : L & =

Sad £ s ] «d GmbH

39178 BapnebeH / FepmaHua

Ten.: +49(0) 39203710
dake: + 49 (0) 39203 71 7770

Ceprtudomkar AHanusa

Mpoayxr: AULI® 200, nopotuok gns opansHoro pacTsopa no 200 mr, YKP
3 1 8 nakeTukax, 20 NakeTHKOB 8 KAPTOHHOM kOPoBke

Cepus Ne: KJg122

Ne cepuu Ha ynakoBske: 0C1564

[arta TecTupoBasus: 28.01.2020

Mokazatens: Lonyctumble HOpMbIL: PesynbTaThl:

Onwcatue: TomoreHHsIi nopowok Genoro useta 6es arnomepaTcs COOTBETCTBYET

3anax: C 3anaxoMm anenbeuHa GOCTBETCTBYET

Onucanue pacreopa: NPOo3paqHblit Uk CRerka onanecuymrpyowmi BecLBeTHBINR COOTBETCTBYET

OQHOPOAHOCTL MACChI:
(EBp. ®apm. 2.9.5)

pH:
(Esp. ®apm. 2.2.3, 10% BOAQHbLINR
pacrTeop)

MoTepu Npy BoICYIIUBAHUM:

(Eep.®, 2.2.32)
Upenrudurkaymnn:

AUETUNUMCTENH
(BOXX/konuy. onpea.)

KonuyecTBeHHoe onpefenexune:;

pacTBOpD B Boge

Cpeakas macca HanonHenws: 3.0 1 £ 5 % /nakeTuk
18 naxeTvkos + 7,5 %, 2 nakeTuka £ 15 %

20-286

=10%

COOTBETCTBYET CTaHna pTy

3,00 r/ nakeTuk
cooTBeTCTBYET

23

< 0,1 %

COOTBETCTBYET

ALeTunuMcTEnH 200,0 Mr + 5 % / nakeTuk 187,02 mr / nakeTuk
(BIXKX}) (180,0 - 210,0 Mr/nakeTik)
MukpoBuonoruyeckan Yuctora:* AONxHa cooTeeTCTROBaTL EBp. ©. 5.1.4 COOTBETCTRYET
(EBp . 2.6.12/2.6.13)
[lpoBepka ynakoBOYHGro YNaKkoBoO4HeIA MaTepuan cooTBETCTBYET TPEeBOBaHUAM.
Marepuana: XapakTepUCTUKKA YKa3aHbl B COOTBETCTBUM CO CTaHEBARTOM W

pasfopumnBo. COOTBETCTBYET

MpymeyaHua;

"TECT BBINOMHASTCR AN KA 5-0i cepun

AHaNUTUYECKOE TECTUPDRAHME BLINOMHEHO Nuraodapm MMEX 721-5932.00-UA 2.0

Mpwu cevinke Ha Eepenenckyio ®apmakonero noApasymeBaeTca AefCTBYIOWEA pefakuma

13.12.2019
12/2022
21.Mapra.2020

Harta npoussoacTea;
Cpok rogHoCTH:
MaTta Bbinycka:

/nodnucs! lnevame!
Dr. Albert Hesse
YNONHOMOYEHHOS NNLC




Crpanuua 113 1
Canwrac ®apma 'm6X

OTro-sox-Tiopuke-Annee 1 Pharma
39179 bapne6eH / FepmaHus ‘ GmbH
Ten.. +49(0) 39203710

dakc: +49 (0) 39203 71 7770

Ceprtudukar CoorBercreus

MNpogykT: AUL® 200, nopouwok AnA opanbHoro pacreopa no 200 mr, YKP
3 r B nakeTukax, 20 NakeTUKOB B KAPTOHHOW KOpobke

Cepus Ne: KJ8328 Pa3mep ynakoBku: 20 wr

Cpok rogHoCTU: 12/2022 Hara sbinycka: 21.Mapta 2020

Ne cepum Ha ynakoBke: 0C1565 Aara npoussopcraa: 13.12.2019

PerucrpaunoHHoe ceupietenbctro Ne:  UA/2031/02/01 BoinyweHHoe konuvyectBo: 9803 ynakoBok

YyacTku BOBNne4YeHHble B NPOU3BOACTBO!

Mpon3BoACTBEHHbIN Y4ACTOK Ne nuuyeH3uu Ha NPOU3BOACTBO
Mpoussogutens in bulk Jlunpgodapm F'mMBX, FepmaHus DE_NW 03 MIA 2019 0043
Ynakoeka Nungodapm MMEX, MNepmaHus DE_NW 03 _MIA 2019 0043
'BF:cr:";VézgeaHme npw Nurpocapm MNwbX, MepmaHus DE_NW_03_MIA_2019_0043
Buinyck cepun Caniotac ®apma 'mM6X, Bapneben, l'epmanus | DE_ST_01_MIA_2019_0008

Hacroswmm nogTeepxaaio AOCTOBEPHOCTL U TOYHOCTL BhlleyKasaHHO! MHgbopmMaLwu. lanHan cepun npenapara
Obina npousseAeHa, BKMIOYAs YNakoBKY/MapKUPOBKY ¥ KOHTPOMb Ka4ecTBa, Ha BhilieyKazaHHOM
NPOW3BOACTBEHHOM y4acTke(ax) B NONHOM COOTBETCTBIAN € TpebosaHuamMn GMP MeCTHbIX perynaTOpHbIX OpraHos ¢
cneuuncdbukaluaMu, ykasaHHeiMi B PeructpauuorHom [locbe cTpaHbl umMnopTepa. [aHHble 06 naroTosneHnu,
ynakoBke 1 aHanusax cepun 6binu npoBepeHsl U NOATBEPKAEHO UX COOTBETCTBUE cTaHgapTam GMP.

Cepus BoinytleHa Ana peanusauuy YNOnHOMOYEHHbIM NNLOM.
CepTudukaT aHanusa npunaraeTca oTAeNbHO.

KommenTtapuu:

Dr. Albert Hesse

damunua M OMXHOCTbL OTBETCTBEHHOro Nuua:
YnonHoMoueHHOE nivyo

[ara: 21.Mapra 2020 Moanuck: /nodnuck/
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Crpatuua 1 13 1

Caniorac ®apma M'M6X ,
Ortro-8oH-Tiopuke-Annee 1 S A L U T A S Pharma
GmbH

39179 bapnefeH / NepmaHus

Ten.: +49(0) 39203710
dakc: + 49 (0) 39203 71 7770

CepTtudukar AHanusa

MpoaykT: ALILI® 200, nopoLuok Ans opansHoro pacreopa no 200 mr, YKP
3 r B nakeTnkax, 20 nakeTukoB B KapTOHHON Kopobke

Cepus Ne: KJg8328

Ne cepuu Ha ynakoBke: 0C1565

[aTa TecTupoBaHus: 28.01.2020

NokasaTens: AonycrumMble HOPMbI: Pesynbrarbi:

Onucatue: romMoreHHbIN nopolwok 6enoro ueeTa Bea arnoMepaTos COOTBETCTBYET

3anax: € 3anaxom anenbcuHa cooTeeTcTByeT

Onucaxue pactBopa: NPO3payHbiA UMK Cnerka onanecumpyrowmin 6ecLBETHLINA COOTBETCTBYET

OaHOpoAHOCTL Macchbl:
(EBp. d®apm. 2.9.5)

pH:
(EBp. ®apm. 2.2.3, 10% BOQHLIN
pacrTeop)

[otepyu npu BbICYWINBAHUM:
(Esp.®. 2.2.32)

WaenTudumkayus:
AuetTunuucTenH
(B /konumy. onpega,.)

KonuuecrseHnnoe onpeaenexHue:
AueTunuuctenH
(BIXX)

Mukpobuonoruyeckasa umcrora:*
(Esp. ¢. 2.6.12/2.6.13)

NpoBsepka ynakoBoYHOro
Marepuana:

pacrTsop B Boae

CpeaHsana macca Hanonkenus: 3,0 r+.5 % /nakeTux
18 nakeTukos + 7,5 %, 2 nakeTuka + 15 %

20-26

£10%

COOTBETCTBYET CTaHpapty

200,0 mr + 5 % / nakeTuk
(190,0 — 210,0 mr/nakeTuk)

AOMXKHa cooTBercTBoBaTh EBp. P, 5.1.4

YNaKoBOUHLI MaTepuan cooTBeTCTBYeT TpeBOBaHUAM.

XapaKkTepucTukn yKasaHbl B COOTBETCTBUM CO CT AHAAPTOM U

pasbopuneo.

3,00 r/ naketuk
COOTBETCTBYET

23

<0,1%

COOTBETCTBYET

199,69 mr / nakeTuk

He TecTuposanoch

CcooTBETCTBYET

Mpumevanusn:

*TECT BLINONHAETCA ANA KaKA0I 5-0li cepun

AHanuruyeckoe TecTupoBaHue BuinonHueHo Jlnnaogapm M'm6X 721-5932.00-UA 2.0

Mpu ccoinke Ha Esponedickyio ®apMakoneio NoApa3yMeBaeTcs AeCTBYIOWan peaakUmus

Hara npoussoacrsa:
Cpok rogHocTK:
Hara Bbinycka:

13.12.2019
12/2022
21.Mapra 2020

Inodnuce/ Inevams/
Dr. Albert Hesse
YnonHomoueHHoe nuuo
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JEPXJIIKCIIV)XBA YKPATHU
JNEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/dpaxc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kog €IPTIOV 37078774

BHUCHOBOK
PO SIKiCTH BBE3€HOro B YKpaiHy JikapcbKoro 3acoby

29.05.2020 Ne 21432/20/10

AIII® 200

(naliMenyBanus nikapcbkoro 3acoBy srimHo 3 peecrpauiinnm NIOCBi IYEHHAM)
IOPOIIOK AJIsi 0PAJIBHOr0 po3uuHy o 200 Mr no 3 r mopomKy y nakeruxy; mo 20 nakeruxis y
KapToHHiii xopo6ui

(¢opma Bunycky, [osyBasus, BUA NAKYBaHHA nikapcbKkoro 3acoby)
Howmep peectpaniiisoro nocsimuernns UA/2031/02/01 crpox nii peectpariitrioro nocsinuenns 01.01.2099
Cepis nixapcokoro 3aco6y Ne 0C1565 Kinskicts BBe3eHOr0 Nikapcrkoro sacoby 9803

BupobuuK Camorac ®apma I'M6X, HiMeuunsa

(naiimenynanHs BupoGHIKa NiKAPCEKOr0 3acoBy, kpalHa TOXOMKEHHA)

BseseHo B YkpaiHy ToBapucTBO 3 06Mesken0I0 BiANOBiNAILHICTIO "Canpo3 Ykpaina",
inenr. xon: 38419586

(naltmeHyBaHHs Ta koA 3a €[IPIIOY IOpHAHYROT 0cobH a60 npissuue, iM'A, To GaTEKOBI biznunol
ocoGu - nianpuemuy, i Micue npoxuBasug Ta peecrpaumnun HoMep 061ikoBOT KapTKH ANaTHHKA
noAatkis a60 cepis Ta HoMep nMacnopra)

Hporokon BisyanuHoro kourposo ix 16.04.2020 Ne 1287/1.
JlaboparopHuii ananis sxocti nikapcekoro 3aco6y 3filicHeHnA:

Al "UenTpansHa naGoparopis 3 ananisy sxocti MiKapchKUX 3ac06iB i MeauHOT mpoAyKLii"
(m.Kuis, Byn.Kyzapseceka 10r)

(HaHMCHYBaHHS Ta MiCLIG3HAXO0KERHS naGoparopil, wo nposena nabopatopuuil aHanis skocTi)

BrcHoBOK moz0 sxocTi Aikapebkoro 3acoGy, Bupanuit na6oparopieio Bin 13.05.2020 Ne 1701

Pesynstatu naﬁopaTopHoro aHanisy AKoCTi Nikapcrkoro 3acoby 3a MepeBipeHUMH MOKABHHKAMH BinmoBinarors
BHMOTaM METOB KOHTPOMIO AKOCTi (AHAITHYHO-HOPMATHBHOT IOKyMeHTawi1).

3a pesynsTaTaMH IepxkaBHOTO KOHTPOMIO BCTAHOBNEHO, IO JHKapchLkuif 3aci6 BeeseHo B Vkpainy 3
AOTPHMAHHSM BHMOF 3aKOHOJABCTEA WIOAO 3a6€3MIe e HHS AKOCT JKapceKUX 3aco6is.

PA[
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Crpanuua 1 us 1
Cantotac ®apma M'M6X

Otro-80K-TMopuke-Annee 1 Pharma
39179 Bapne6eH / MepManus GmbH
Ten.: +49(0) 39203710

dakc: + 49 (0) 39203 71 7770

Ceptudukar CooTrBeTcTBUA

MpoayxT: ALILI® 200, nopowok aAns opanbHOro pacreopa no 200 Mr, YKP
3 r B nakeTukax, 20 NaKeTUKOB B KAPTOHHOM kopo6Gke

Cepus Ne: KJ8329 Pasmep ynakoBku: 20 wr

Cpok rogHocTu: 12/2022 Oara Bbinycka: 21.Mapra 2020

Ne cepumn Ha ynakoBke: 0C1566 Hata npousBogcraa: 13.12.2019

PeructpauuonHoe cBugetensncrao Ne:  UA/2031/02/01 BuinyweHHoe konuyecTBo: 9732 ynakosok

YyacTku BOBreYeHHble B NpoOU3BOACTBO:

Npou3BoACTBEHHbLIK YyacToOK N2 nuueH3uu Ha npou3BoACTBO
Mpowussogutens in bulk Nunpocbapm M'mM6X, Fepmarus DE_NW 03 MIA 2019 0043
Ynakoska NvHpodapm MMEX, Mepmanus DE_NW_03_MIA 2019 0043
I:c':‘;v;;')(zaanue npu Nunpodpapm MuGX, Mepmarns DE_NW_03_MIA_2019_0043
Bbinyck cepuu Caniorac ®apma Mm6X, BapnebeH, epmanus DE_ST_01_MIA_2019_008

HacToswum noaTsepxAalo AOCTOBEPHOCTL M TOYHOCTb BbILLEYKA3aHHOM wHbopmaumu. laHHas cepusi npenapara
Gbina nponsseeHa, BKNIOYaA YNakoBKy/MapkUPOBKY U KOHTPONb KayecTea, Ha BbILLEYKa3aHHOM
NPOU3BOACTBEHHOM y4acTke(ax) B NONHOM COOTBETCTBUM ¢ TpeBoBaHUAMM GMP MeCTHbIX peryssiTopHbIX OpraHoB u
cneumpukaLuaMm, ykasaHHLIMM B PeructpaunoHHom [locbe cTpaHbi umnopTepa. [laHHble 06 UsroToBNEHUH,
ynakoBke u aHanusax cepuu 6binu NpoBepeHs! U NOATBEPKAEHO UX COOTBETCTBUE cTaHgaptam GMP.

Cepus BbiNyLueHa ANS peanuaauum YnonHOMOYEHHbIM NULOM.
CepTucbukar aHanusa npunaraeTca oTAENbHO.

KommeHTapuu:

Dr. Albert Hesse

Damunus U AONXKHOCTL OTBeTCTBEHHOro fiuua:
YnonHoMouyeHHoe nuyo

Aara: 21.Mapra 2020 Moanuce:  /nodnuce/
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Caniorac ®apma M'vMbX
Orro-son-Topuke-Annee 1
39179 bapnebeH / FepmaHna

Ten.: +49 (0) 39203710
dakc: + 49 (0) 3920374 7770

Crpanvua 1 13 1

SALUTAS Grth

CepTtudmkar AHanusa

MponaykT: ALILI® 200, NOPOLLOK ANS OpanbHOro pacTsopa no 200 wr, YKP
3 r B nakeTvikax, 20 NaKeTMKoB B KapTOHHOM kopoGke

Cepus Ne: KJ8329

Ne cepun Ha ynakoske: 0C1566

[lata TecTMpPOBaHUA: 29.01.2020

Moka3aTtensb: [onycTumble HOpMbL: PesynbTathbl:

Onucanme: rOMOTEHHbIN nopoLuok Beroro LseTa 6es arnomeparos COOTBETCTBYET

3anax: ¢ 3anaxom anenbcuHa coOTBETCTBYET

OnucaHue pacTBopa: Npo3payHbIi UnY cnerka onanecLupyoLLuii GecluBeTHbIN cooTBeTCTBYET

OAHOPONHOCTL MacChl:
(Esp. dapm. 2.9.5)

pH:
(Esp. ®apm. 2.2.3, 10% BOAHBIA
pacTtsop)

Motepu Npw BLICYIUBAHWUN.
(Esp.®. 2.2.32)

Uaentndmxauna:
ALeTUNUUCTENH
(BIMX/konwu. onpea.)

KonuuecTBeHHOe onpeaeneHuve:

AUeTUNUUCTEUH
(BOXKX)

Mukpobuonornyeckas yucroTa:*
(Eep. . 2.6.12/2.6.13)

fpoBepka yNnakoBo4HOro
marepuana:

pacTsop B BOfe

CpeaHas Macca HanoNHeHus: 3,0 r+ 5 % /nakeTvk
18 nakeTukos + 7.5 %, 2 nakeTuka + 15 %

20-28

£1,0%

CoOTBETCTBYET CTAHAapTY

200,0 mr+ 5 % / nakeTuk
(190,0 ~ 210,0 mr/naxeTvk)

[OIMKHA COOTBETCTBOBATL Esp. . 5,14

YNakoBOYHbIA MaTepuan cooTBeTCTByeT TpebosaHuAM,

XapaxkrepucTiku ykasaHbl B COOTBETCTBUKU CO CTaHAaPTOM U

pa3bopumso.

3,00 r / nakeTnk
cooTBETCTBYET

23

<0,1%

cooTBeTCTBYET

197,33 mr / nakeTuk

He TecTuposanocCb

COOTBETCTBYET

NpumeyaHun:

*recT BLINOMHAETCA ANA Kaxnoh 5-0i cepum

AHanuTMyecKoe TecTupoBaHve BLINONHEHO TNuxpodapm MMBX

721-5932.00-UA 2.0

Mpu cowinke Ha EBponeickyto dapmaxoneto noapasymenaeTca pe’cTeyiolan peAakLmns

[lata npoussoAcTBa.
Cpok rogHoCTU:
[ara Bbinycka:

13.12.2019
12/2022
21.Mapta 2020

SAURSD VED SR 2

1;\ i risikauifeed

Inoénucs! Inewamsl!

Dr. Albert Hesse
YrnonHoMoUYeHHoe nnyo
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Caniotac dapma rm6X

Crpanuya 1 us 1

Otro-80H-TopUKe-Annee 1 S A L U T A S Pharma
39179 BapnebeH / Mepmanus GmbH
Ten.: +49(0) 39203710
®ake: + 49 (0) 39203 71 7770
Ceptudmkar Ananusa

Mpoaykr: ALLI® 200, nopowok ans oparnLHoro pacrsopa no 200 mr, YKP

3 r B nakeTukax, 20 NakeTUKOB B KapToHHOK Kopobke
Cepus Ne; KJ8329
Ne cepum Ha ynakoske:; 0C1566
Hara Tectuposanus: 29.01.2020
Nokasarens: Honycrumeie HopMmbi: Pesynbrats!i;
Onucauue: FOMOreHHbIA NopoLLok Genoro LeeTa 6e3 arnomeparos cooTseTCcTByeT
3anax: C 3anaxoMm anenbcuHa cooraeTcrayeT
Onucanme pacrteopa: NPO3payHLIii UNu cnerka onanecuupyiowmin GecuyseTHbIN cooTseTcTyeT

OnHopoaHocTk Macchi:

(EBp. ®apm. 2.9.5)

pH:
(EBp. ®apm. 2.2.3, 10% BOAHbIN
pacrsop)

Movepu npu BbICYLIKBaHUMN:
(EBp.®. 2.2,.32)

Mgeumguxagua:

Auetununcrevn
(BIMX/konuu. onpen.)

KonuyecreenHoe onpenenexHue:

Auemnumcr euH
(BIXX)

Mukpo6uonoruueckas yucrora:*
(EBp. ¢b. 2.6.12/2.6.13)

ﬂgoaegka ynakoBouyHoro
Marepuana;

pacTsop B Boge

CpenHsan Macca HanonHeHus: 3,0 r+5 % /naketux
18 nakeTukoB + 7,5 %, 2 nakeTuka + 15%

20-26

£1,0%

cooTeeTCTBYET CraHpapry

200,0 Mr+ 5 % / nakeruk
(190,0 - 210,0 Mr/nakeTuk)

AodnxHa cooTBeTcTBOBaTL EBp. ®. 5.1.4

YnakoBouHb!i maTepuan cooTseTcryer TpeboBaHnsAM.
XapakrepucTuku ykasams! B COOTBETCTBUM CO CTaHAAPTOM u
pa3sbopunso.

3,00 r/ naketuk
cooTeeTcTBYyeT

23

<0,1%

cooTBeTCTBYET

197,33 mr / nakeTux

He TecTtuposanoce

CooTBeTCTRYET

Mpumeyanus;

*Tecr BhinonHaeres Ann xaxnoi 5-0i cepun
Axanutnueckoe TeCTMpPOBaHUE BLINONHEHO Nunpodapm rmex

721-5932.00-UA 2.0

Mpu cebinke Ha Esponerickyio apmaxonero

NoApasymesaeTca AeACTBYIOLAs peaakLumn

Hara npoussoacrsa: 13.12.2019
Cpok rogHocTu: 12/2022
Hara sbinycka; 21.Mapra 2020

CRITED virsi
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/nodnuce/ Ineyams/

Dr. Albert Hesse
YnonHoMmoueHHoe nuyo
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AEPXIIKCIIYIXBA YKPATHU
AEP)KABHA CJIY)XEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMM ¥ KHIBCBKIA OBJIACTI

npocnext Banepis Jlo6anoscskoro, 51, M. Kuie, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOYV 37078774

BUCHOBOK
Npo SKiCTh BBE3EHOro B YKpaiHy Jiikapchkoro 3aco0y

29.05.2020 Ne 21433/20/10

AIII® 200

(naliMenyBauns nikapcekoro 3acoGy 3rizHo 3 peectpauiituum nocsixuennam)
TIOPOIIOK LISt 0PaILHOTO po3unHYy 10 200 mMr no 3 r nopomKy y naKeTHKy; no 20 nakeTuxis y
KapTOHHiH Kopooni

(dopma Bunycky, nosysauns, Bux naKyBaHus Aikapcskoro 3acoby)

Homep peectpauitinoro nocsixuenns UA/2031/02/01 crpox it peectpauiitnoro nocsimuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 0C1566 Kinbkicts BBE3€HOTO J1iKapeskoro 3aco6y 9732
Bupo6uuk Camotac ®apma I'm6X, HiMeuunna
(HaitMenyBanus BUpOGHuKa nikapcekoro 3acofy, kpaiHa MOXODKEHHS)
Beeseno B Vipainy ToBapucrso 3 06MexeH010 BianmoBinanenicrio "Cannos Ykpaina",
inent. xon: 38419586

(naiiMeHyBanHs Ta ko 3a €JIPTIOY topuMHOT 0co6u aGo npissuie, iM's, no GarekoBi (ismiHol
0coGH - mianpuemil, i Micue npoxuBaHHS Ta peectpauiiinuit HomMep 06nikoBol KapTkU NnaTHUKA
nozarkis abo cepis Ta Homep nacnopra)

IIpotoxon Bisyansnoro kourponio six 16.04.2020 N= 1287/2.

3a pesynbTaTaMH  epKaBHOTO KOHTPOJIO BCTAaHOBJICHO, INO JiKapChkuM 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOIABCTBA MO0 3a6e3ney e ns AKOCTI JiKapCLKUX 3acobip.

‘;apﬁbxux 3acobiB

Ta KOHTPE k Axamu y Kuiscokiit % 3y6apesa H. B.
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06”'“’@ 5| AOKYMEHTIR) S 2 *]
P

( ,30@01; oco6a oprany é@an T'O KOHTPOJTIO) (nianuc) (iniuiams Ta npiseume)
% 'y P
y &3

\ %
\ %
N\ Py * 1‘2@?




g

s

JEPAJIIKCIIVIKBA VKPATHH
AEPXKXABHA CIIYKBA 3 MIKAPCBKHUX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npocmekt Banepis JloGanoscrbkoro, 51, m. Kuig, 031 10, Ten/axe: (044) 2753030
E-mail: dis. ko@dls.gov.ua, Kog EJIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOIo B YKpainy JIKapeLKOTro 3acoly

29.05.2020 Ne 21434/20/10

AITI® 200

(HaliMenyBauus nikapcskoro 3acoby 3rinHo 3 peecTpauiiinnm MOCBIAMEHHAM)
[IOPOMIOK LIS OPANBHOr0 Po3yuHy 1o 200 mrmo 3 r NOpomKy y nareTnky; mo 20 nakeruxin y
KapTOHHIH Kopobui

(dhopma Bunycky, AO3YBAiHA, BHI NaKyBaHH JiiKapchKoro 3acody)

Howmep peecrpauiiinoro nocsinuenns UA/2031/02/01 CTpoK Aii peectpauiiinoro nocsigyenns 01.01.2099

Cepis nixapcbkoro saco6y Ne 0C1567 KinsxicTs BBesernoro nikapcskoro sacoby 9674
BupoGHux Camorac ®apma I'm6X, Himeuunna
(raiiMenypania BMpoGHUKa Jikapeskoro 3acoby, kpaika MOXOIMEHHS)
Beeseno B Vkpainy TorapueTBO 3 06MexKEHOIO Bianoeizaneuicrio "Canmos Ykpaiaa",
inent. xon: 38419586

(naliMeHyBanHs Ta Kol 34 EIPTIOY 10puauyHoi 0cobH 460 Npi3BHLIe, iM'S, 0 BaTLkoB (piznuno?
ocofH - nianpuemus, ii Micue nposkusanis ta peecTpaniiinuii Homep 06ikOBOT KAPTKH NIATHIKA
nofarkis abo cepis Ta Homep nmacropra)

Ipotoxon sisyansuoro kourponio sin 16.04.2020 Ne 1287/3.

3a  pesyneTaTAMM  IEpKABHOTD KOHTPOMO  BCTAHOBJIGHO, 1IN0 JIKapchkuif 3aci6 Bseseno g Vkpainy 3

AOTPHMAHHAM suMor 3aKOHOAABCTRA INOAO 3a6e3NeueHHs JKOCTi JiKapchKHX 3acobis.

3acTynHHEK ugvyaTLHIKA BiJUTiy
Hepxasrof CI1yK0H 3 JIKapchKux 3aco6is

¥
. " - / 3ybapera H. B,
Ta KOHTPOJIO 3a HApKOTHKAaMH Yy KuiBchKiii ,/ /1 yoap
o6uacti oy 7“1
1 (7
= —— : — SRR ¥ 3V (L A - .
(Mocanona 0coba oprany Jepsasoro KOHTPOO) (minmuc) (iniuianm Ta npisuue)
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Crpanvua 1 us 1
Cantotac ®apma MsX

OTro-80H-topuKke-Annee 1
39179 bapnebet / Nepmanus

Ten. +49(0) 39203710
®akc: + 49 (0) 39203 71 7770

Ceptudukar CoorBeTcTBUSA

Mpoaykr: ALLU® 200, nopowok ans opansHoro pacteopa no 200 wr, YKP
3 r B nakeTuKax, 20 nakeTUKOB B KapTOHHONW Kopobxe

Cepusn Ne: KJ8330 Pasmep ynakoeku: 20 wr

Cpok rogHocTu: 12/2022 Hara eeinycka: 21.MapTa 2020

Ne cepuu Ha ynakoBke: 0C1567 Hara npouszsoacTra: 13.12.2019

PerucrpauvonHoe cengetenscreo Ne: UA/2031/02/01 BbinyuweHHoe KonuyecTeo: 9674 YyNakoBOK

YyacTku BOBNeYeHHbIe B nNponU3BOACTBO:

[: Mpon3BoACTBEHHbIIM yuacTok N2 nuueH3uu Ha npoussoacTED
MpowssoauTens in bulk Ivnpoctapm M6 X, FepmaHus DE_NW 03 MIA 2019 0043
Ynakoska i Nupocbapm TMEX, Tepmarng DE_NW_03_MIA 2019 _0043
;:l?];iigaarme npu TluHpochapm MTm6X, Mepmarng DE_NW_03_MIA_2019_0043
Beinyck cepun Cantworac ®apma TmM6X, Bapne6en, lepmarus | DE_ST_01_M IA_2019_008

Hactoswwmm noareepxaato AOCCTOBEPHOCTE 1 TOYHOCTL BiLLEYKa3aHHON MHoPMaLWMK, [aHHas cepus npenapara
Gbina npowsseneHa, BrIOYan YNaKoBKy/MapKupoBKy ¥ KOHTPOMbL KauecTsa, Ha BbllUeyKkasaHHoM
MPOW3BOACTBEHHOM y4acTke(ax) B NONHOM COOTBETCTEBUN C TpeboBaHusiMu GMP MECTHbIX perynaTopHbIx OpraHos
CNEeLNDUKaLNAMY, yKkasaHHEIMU B PerucTpaumorHom Aocbe cTpakbl MnopTepa. aHHsle 06 U3roTOBNEHMUY,
ynakoBke 1 ananusax cepun GbiNu NPOBEPEHEI 1 NOATBEPHAEHD UX cooTBeTCTBUME cTaHaapTam GMP,

Cepus BbInywena AN peanuaayum YnonHoMoueHHbIM nUYoM.
CepTudpnkar aHanusa npunaraetcs oTaensHo.

KommeHTapuu: /

Dr. Albert Hesse
YnonHoMoYyesHoe nuuo

Damunus u OONKHOCTEL OTBETCTBEHHOTO uua;

fara: 21.Mapta 2020 Moanuce:  /nodnucs/

/g: /Z/// ///%/5’4/ Yo a0 %_,_




CanioTac ®apma MEX
Otro-BoR-Topuke-Annee 1
39179 bapnebeH / Mepmanus

Ten.: +49(0) 39203710

dake: + 49 (0) 39203 71 7770

Mpoayxr:

Cepusa Ne:

Ceptudukat AHanusa

ALL® 200, nopolwok Ans opanbHoro pacTtsopa no 200 mr
3 r 8 nakeTukax, 20 NakeTUKOB B KapTOHHOW KopobKe
KJ8330

Ctpanuuz 1 13 1

i A Pharma

YKP

N2 cepuu Ha ynakoBke: 0C1567

HaTa TecruposaHus: 29.01.2020

Mokazarens: BonycTuMble HopMbI: PesynbraTh!:
Onuvcanue: TOMOreHHbIA Nopowok Genoro useta 6ea arnomMeparTos COOTBETCTRYET
3anax: C 3aMaxom anenbcuHa COOTBETCTBYST
Onucanue pacTeopa: Npo3payHsblil UNu cnerka onanecuuvpyowni BecuseTHbINR COOTBETCTBYEeT

OfHOPOAHOCTL Macehl:
(EBp. dapm. 2.9.5)

pH:
(Eep. ®apm. 2.2.3, 10% BogHbIN
pacrteop)

MNoTepu npu BbICYIWWBAHMUU:
(EBp.®. 2.2.32)

Wnexntudmkaums:
AueTunuucTeuH
{BIOXX/konuy. onpea,.)

KOHW—IGCTBGHHOB onpefgeneHuve:

AuetTunumcrenH
(B3XX)

Mukpobuonoruyeckas Yncrora:*

(Esp. ¢b. 2.6.12/2.6.13)

Nposepka vnakoBoYHoro
Matepuana:

pacTBoOp B BOgE

CpefHsaa macca HanonHeHus: 3,01+ 5% /naketuk
18 nakeTukoB + 7,5 %, 2 nakeTuka + 15 %

20-26

<1,0%

COOTBETCTRYET CTaHAapTy

200,0 Mr £ 5 % / nakeTuk
{190,0-210,0 Mr/nakeTuk)

AonHa COOTBETCTROBATL EBp. d. 5.1.4

YNakoBOYHbIA MaTepuan cooTBETCTBYET TpeBosaHUAM,

XapaKkTepyiCTHKW YKa3aHb6! B COOTBETCTBUN GO CTarAapTOM U

pasBopuyKso.

3,01 r/ nakeTtuk
cooTBETCTRYET

23

0,1%

COOTBETCTBYST

198,02 Mmr / nakeTux

He TeCTnposanock

COOTBETCTBYET

MNpumeuanusn:

"TECT BbINONHARTCA ANK KAXKA0W 5-00 cepuu

AHaNUTMYeCcKoE TECTUPOBAHWE BLIMONHEHO Nunnotdapm MNv6X

721-5932.00-UA 2.0

Mpw cebinke Ha Esponelickyio dapmakoneio

NoApalymesaeTca AeRCTBYIOWAR peaakLua

[ara npoussoacTea: 13.12.2019
Cpok rogHocTu; 12/2022
[Hara Bbinycka: 21.MAP 2020

Inodnuce! Inevams!

Dr. Albert Hesse
YnonHomouerHHoe nuyo




: Crpanuua 1 us 1
Cantotac dapma 'mEX

OTT0-80H-TtopUKe-Annee 1 Pharma
39179 BapnebeH / Fepmanns GmbH
Ten.: +49(0) 39203710

dakc: + 49 (0) 39203 71 7770

CepTtudukar CoorBercrBus

MNpoaykT: ALUL® 200, nopowok ans opanbHoOro pacteopa no 200 wmr, YKP
3 r B nakeTukax, 20 nakeTMkoB B KapTOHHOW KOpoBke

Cepus Ne: KJ8331 Pa3mMep ynakoBKku: 20 wr

CpoK rogHOCTH: 12/2022 Dara Bbinycka: 21.Mapra 2020

Ne cepuu Ha ynakoBke: 0C1568 Hara npousBoacTaa: 13.12.2019

PeructpaunmonHoe ceungetenscreo Ne:  UA/2031/02/01 BuinyuweHHoe konuyecTBo: 9722 ynakoBok

Y4yacTku BOBrneYeHHble B npon3BoAacTBO:

Npou3sBoACTBEHHLIN y4acToK N2 nuueH3un Ha nponaBoACTBO
Mpoussogurens in bulk Jlungodapm M'mMGX, Fepmanusa DE_NW_03 MIA 2019 0043
Ynakoska Nunaodapm 'mM6X, Fepmanus DE_NW 03 MIA 2019 0043
I:i;tigaane npw Jinnpodbapm MubX, MNepmanus DE_NW_03_MIA_2019_0043
Brinyck cepun Caniorac ®apma 'M6X, BapnebeH, Mlepmanus | DE_ST_01_MIA_2019_008

HacToswum noaTeepxaar AOCTOBEPHOCTL U TOYHOCTb BbilLEYKa3aHHOW MHdopmauuu. [laHHas cepus npenapata
Bbina nponsseaeHa, BKNIOYAA yNakoBKY/MapKUPOBKY W KOHTPONb KAYECTBa, Ha BbiLLIEYKa3aHHOM
NPOU3BOACTBEHHOM y4acTke(ax) B NOMHOM COOTBETCTBUU C TpeGoBaHUsiMU GMP MECTHbIX PEerynsSTOpHbIX OPraHos U
cneumndukaunsamu, ykasaHHbiMu B PeructpaumnonHom flocke cTpaHsl umnoprtepa. [aHHble o6 13roToeneHum,
ynakoBke v aHanusax cepun Gbinn npoBepeHbl U NOATBEPKAEHO UX COOTBETCTBUE cTaHaapTam GMP.

Cepus BbinylieHa AN peanusauun YrnonHOMOUYEHHBIM NULIOM,
CepTtucbukar aHanusa npunaraeTcs oTAENbHO.

KommeHTapuu: /

Dr. Albert Hesse
YnonHoMoueHHoe nuuo

Damunus U JOMKHOCTb OTBETCTBEHHOIO nuuya:

[ata: 21.MapTa 2020 Mopnuck:  /nodnuck/
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Caniorac ®apma M6X

Crpanuua 1 us 1

OtT0-B0H-TOpUKe-Annee 1 S A L U T A S Pharma
39179 bapnebeH / FepmaHus GmbH
Ten.: +49(0)39203710
dake: + 49 (0) 38203 71 7770
Ceptudmkar AHanumsa

Mpoaykr: ALILI® 200, nopowwok 415 opankHoro pactaopa no 200 mr, YKP

3 r B nakeTukax, 20 NakeTUKOB B KAPTOHHOMN KOpoBke
Cepusn Ne: KJ8331
Ne cepuu Ha ynakoBke: 0C1568
[ara rectupoBaHus: 30.01.2020
Moka3saTens: Lonycrumbie HOPMbI: Pe3ynbTaTht:
Onucaxue: romMoreHHbI? nopowox 6enoro LBeTa 6ea arnomepaTos cooTeeTcTBYeT
3anax: C 3anaxom anenbcuHa cooTeeTcTBYET
Onucaxue pacTeopa: NPO3paYHbIi UNK CNerka onanecumpyowmin 6ECLBETHDI COOTBETCTBYET

OnHOPOAHOCTL Macchl:
(EBp. dapm. 2.9.5)

pH:
(Esp. ®apm. 2.2.3, 10% BoAHbIN
pacreop)

Movepu npu BbicywUBaHMK:
(Esp.®. 2.2.32)

Wpentudukauyus:
Auetunuucreuns
(BOXKX/konuu. onpen.)

KonuyectBenHoe onpenenexHuve:

AuetunuucremH

(BIXKX)

Mukpobuonoruyeckas yucrora:*
(EBp. ¢. 2.6.12/2.6.13)

NpoBepka ynakoBOYHOro

pacTeop B BOAE

CpeaHss macca HanonHeHus: 3,0 T+ 5 % /nakeTuk
18 naketukos + 7,5 %, 2 nakeTuka + 15 %

20-26

<1.0%

COOTBETCTBYET CTaHAapTy

200,0 Mr £ 5 % / nakeTuk
(190,0 - 210,0 Mr/nakeTuk)

AOMXHa cooTeBeTcTBOBaTL EBP. . 5.1.4

YNakoBOuHbII Matepuan cooTeeTCTaYeT TPeGoBaHMsM,

3,02 r/ naketuk
cooTBeTcTayeT

2,2

0.1 %

COOTBETCTBYET

199,77 Mr / nakeTuk

He TecTuposanoch

MaTtepuana: Xapakrepuctuku yKasaHbl B COOTBETCTBUK CO CTaHAAPTOM U
pasbopuuso. COOTBETCTBYEeT
Mpumeyannsn; *TeCT BbINONHAETCH ANA KaXKA0N 5-0i cepuun

AHanuTU4eckoe TeCTUPOBaHNE BLINOMHEHO Nungodapm MmMEX

721-5932.00-UA 2.0

Mpu cebinke Ha EBponeiickyio Gapmakoneio

noapasymeBsaeTtcs AeﬁCTBleU.laﬂ pegakunsa

larta npounssogcrsea: 13.12.2019
Cpok rogHocTu: 12/2022
Hara Bbinycka: 21.Map 2020

] opAapn
Wil

Inodnucs! Ineyams/
Dr. Albert Hesse
YnonHoMoueHHoe nuuo
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JEPXIJIIKCIIYXXBA YKPATHU
AEPJKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnekt Banepis JloGanoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo sIKiCTL BBe3eHOro B Ykpaidy JlikapenKkoro 3acoby

29.05.2020 Ne 21435/20/10

AIII® 200

(nakiMenyBauns nikapcskoro 3aco6y 3riHo 3 PpeecTpauifiHiM rocBigueHHAM)
TOPOIIOK ISl 0PAJILHOr0 po34uHy 1o 200 Mr mo 3 r mopomKy y nakeTnxy; mo 20 nakeTnkis y
KapToHHiii Kopooui

(¢opma Bumycky, no3yBauHs, BUA NAKyBAHHS Rnikapcpkoro 3acoby)

Howmep peectpauitinoro nocsimaenns UA/2031/02/01 crpox aii peectpauiiisoro nocsigyenns 01 .01.2099

Cepis nixapcekoro 3aco6y Ne 0C1568 Kinskicts BBe3eHOr0 Nikapcrkoro sacoby 9722
BupoGHux Camorac Papma 'm6X, Himewunna
(naiimenyBanus BUPOGHUKA NIKAPCHKOro 3acoCy, kpaiHa MOXOIKEHHS)
Baeseno B Ykpainy ToBapucTBo 3 06MexeH0I0 BianoBinaneuicTio "Cangos Ykpaiua",
inenr. kon: 38419586

(uaiimeRyBanus Ta xox 3a €JPIIOY lopuaxyHOi 0cobu abo npissuuie, iM'S, 00 6aThKOBI ¢diznunol
oco6u - nianpuemus, if Micue npoxupanns Ta peecTpauiiinnit Homep 0621ik0BOT KAPTKY NIaTHHKA
nonarkis abo cepis Ta HoMep nacnopra)

Iporokoa Bisyansnoro konrposmio six 16.04.2020 Ne 1287/4.

3a pesynbratamu  mepxaBHOro KOHTPOJIO BCTAHOBNEHO, W0 Jikapchkuit 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOJABCTEA LIOA0 3a6€3NeYeHHA AKOCT] NikapChKUX 3aco6iB.

3act Hyrka Bintiny
Jep a&go TTyK aimapébmx 3aco6is /
T Ko a' ﬂ%s qg\‘m N —— / 3ybapesa H. B.
061iatT e 5;
: <5, = / ﬁég’_ 1{
&Sc\ %}) 6a o Wom KOHTpOIIO) (nianmc) (initdany Ta npissume)
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CrpaHnua 113 1
CamoTac ®apma MmM6X

OTro-BoH-TtopuKe-Annee 1 A 1"' A Pharma
"39179 BapnebeH / Mepmanus GmbH
Ten.: +49(0) 39203710

dake: + 49 (0) 39203 71 7770

Ceptudukar CoorBeTcTBUS

Mpoaykr: ALIL® 200, nopoluok Ans opanbHoro pacteopa no 200 wmr, YKP
3 r B nakeTukax, 20 NakeTUKOB B KAPTOHHOW KOpoGke

Cepus Ne: KJ8334 Pa3mep ynakoBKU: 20 wr

CpOK rogHOCTH: 12/2022 [ara Bbinycka: 21.Mapta 2020

Ne cepuu Ha ynakoBke: 0C1569 Hata npoussoacTea: 13.12.2019

PeructpaumonHoe ceupetenncreo Ne:  UA/2031/02/01 BohinyuweHHoe konuyecTtBo: 9674 ynakosok

YyacTku BoBneyeHHble B NpOM3BOACTBO:

MpousBoACTBEHHbIN Y4aCTOK N2 nuueH3nu Ha Npon3BoACTBO
MpowvssoauTens in bulk Ninpodapm 'mbX, NepmaHus DE_NW 03 MIA_ 2019 0043
YnakoBka Ninngodapm M'mbX, NepmaHus DE_NW_03_MIA 2019 0043
lzcr:‘;vg)(gsaﬂme npuv TNungocpapm MEX, MNepmanus DE_NW_03_MIA_2019_0043
Bobinyck cepun Caniotac ®apma 'M6X, BapnebeH, lepmanust | DE_ST_01_MIA_2019_008

HacToawmm noaTeepXaa 4OCTOBEPHOCTb U TOYHOCTb BhilLEyKa3aHHOW uHgopMauuun. [laHHas cepusa npenapara
Bbina npoussefeHa, BKIIKOYas YNakoBKY/MapPKUPOBKY W KOHTPOIb KAYeCTBa, Ha BbilUeyKa3aHHOM
NPOM3BOLCTBEHHOM yyacTke(ax) B NONHOM COOTBETCTBUM C TpeboBaHmsiMu GMP MECTHbIX PErynsaTOpHbIX OpraHos v
cneyuukaumnamm, ykazaHHibiMu B PeructpaumoHHom [locke cTpaHbl umnopTepa. [aHHbie 06 n3rotosneHuy,
ynakoske v aHanusax cepuu Gbinuv NpoBEpPEHb! U NOATBEPXKAEHO NX COOTBETCTBUE cTaHaapTam GMP.

Cepvisi BbINyLLleHa Ana peanu3auvi YNONHOMOYEHHbIM NULIOM.
CeprudukaT aHanusa npunaraeTcs oTAENbHO.

KommenTapun: /

Dr. Albert Hesse
YnonHomo4eHHoe nuuo

DamMunus U JOMMKHOCTL OTBETCTBEHHOIO nuua:

AaTta; 21.Mapra 2020 Mognuck:  /nodnuck/




Crpanuua 1 13 1
Caniotac dapma M'méX

Otro-8oH-TtopuKe-Annee 1 S A &- U 'l"A S Pharma
39179 Bapnebe / FepManus GmbH
Ten.: +49(0) 39203710
dakc: + 49 (0) 39203 71 7770
Ceptudmkar AHanusa

Mpoaykr: ALILI® 200, nopoLuok anst opanbHoro pacteopa no 200 wr, YKP

3 r B nakeTukax, 20 NaKkeTUKoB B KapTOHHOW Kopobke
Cepus Ne: KJ8334
Ne cepuu Ha ynakoBke: 0C1569
[ata TectupoBaHusA: 30.01.2020
Moka3artenb: [lonyCTUMbIe HOPMbI: Pe3ynbrath!:
OnucaHue: romoreHHsoii nopowwok 6enoro useta 6e3 arnomepaTos COOTBETCTBYET
3anax: C 3anaxom anenbcvHa cooTBeTCTBYET
Onwvcanue pacTBopa: NpO3payHbll UK cnerka onanecumpyowuit 6eclBeTHbINR COOTBETCTBYET

OgHopoAHoCTb Macchbl:
(EBp. ®apm. 2.9.5)

pH:
(EBp. ®apm. 2.2.3, 10% BOAHBIH
pacTsop)

oTepu Npu BbicYLIMBaHUU:

(EBp.®. 2.2.32)
Upentudimkaums:

AueTunuuctenH
(B3XX/konwny. onpen.)

KonuyecrBeHHoe onpefeneHue:

pacTsop B BoAe

CpepnHsasa macca HanonHeHus: 3,0 r = 5 % /nakeTuk
18 nakeTukoB + 7,5 %, 2 naketuka £ 15 %

20-26

<1,0%

COOTBETCTBYET CTaHAAPTY

3,02 r / nakeTuk
COOTBETCTBYET

22

<0,1%

COOTBETCTBYET

AueTunuucteuH 200,0 mr = 5 % / nakeTuk 202,23 Mr/ nakeTuk
(B3XKX) (190,0 — 210,0 mr/nakeTuk)
MukpoGuonoruyeckas umcrora:* AOMKHa cooTeeTcTBoBaTb EBp. . 5.1.4 COOTBETCTBYeT
(EBp. ¢. 2.6.12/2.6.13)
[poBepka ynakoBOYHOro YNakoBOYHbI MaTepuan CoOTBETCTBYET TpebosaHusM.
Martepuana: XapakTepuCTUKM ykasaHbl B COOTBETCTBUW CO CTAHAAPTOM U

pasbopuuso. COOTBETCTBYET

NpumeyuaHus:

*TeCT BbINONHAETCA ANSA KAXA0M 5-0if cepun
AHanuTuyeckoe TeCTUpOBaHUe BbiNonHeHo Jiunaogapm MmMeX

721-5932.00-UA 2.0

IMpu ccbinke Ha Esponeiickyio ®apMakonelo noapasymesaeTcs AecTByioWas peaakums

[aTa npoussoacTea: 13.12.2019 Inodnucs! Ineyams/
Cpok rogHocTy: 12/2022 Dr. Albert Hesse
[ara Bbinycka: 21.Map 2020 YNOnHOMOYEHHOE NULo




JIEPXJIIKCITY)KBA YKPATHU
JNEPJKABHA CJIYKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKII OBJACTI

npocnext Banepis JloGaHoscrxoro, 51, M. Kuis; 031 10, Ten/daxc: (044) 2753030 E
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774 1

BUCHOBOK
Npo SIKICTH BBe3eHOro B YKpaiHy JikapebKoro 3acoly

29.05.2020 : Ne 21436/20/10

AII® 200

(uaiiMeHyBaHHs JIKapCEKOro 3aco0y 3TiIHO 3 peecTpPaLiiHUM MOCBiAYEHHSM)
NOPOLIOK ISl OPAJILHOro po3unny 1o 200 Mr mo 3 r NOPOMKY y MAKETHKY; 10 20 NaKeTHKIB Yy |
KapTOHHII KopoOui

(¢popma Bunycky, 103yBaHHs, BUI NTaKyBaHHs JIikapChKOro 3acoby) .

Homep peecrpamiiinoro nocsimuenns UA/2031/02/01 crpox aif peecrpauiitnoro nocsiguenns 01.01.2099

Cepia nikapcokoro 3acoby Ne 0C1569 KinbkicTb BBE3€HOTO Jikapcbkoro 3acoby 9674
Bupo6HUK Camorac ®apma I'm6X, Himewuuna
(naiiMeryBaHHs BUpOGHHKaA Jlikapchkoro 3aco0y, KpaiHa MOXOKEeHHs )
i
Baeseno B Ykpainy ToBapucrso 3 o6mMexkeHor0 BinmosinanpuicTio ""Canxos Ykpaina'', ‘
inenr. xon: 38419586 L

(uaiiMeHyBaHHA Ta koj 32 EJIPIIOY ropunuyHoi ocobu abo mpisulle, iM's, no 6aTekoBi Gi3HYHOT | !
oco6u - mianpremus, if Micue MpoXXUBaHHA Ta peecTpauiiiHuit HoMep 06NiKOBOI KapTKH IUIaTHHKA |
ToxarkiB abo cepis Ta HOMep nacrnopra)

IIpoTokon Bizsyansnoro koutposio Big 16.04.2020 Ne 1287/5.

3a pesynbTaTaMH JEPXKaBHOIO KOHTPONIO BCTAaHOBJISHO, IO JHKapceKuii 3aci6 BeeseHo B VYkpainy 3| |

AOTPUMAHHSM BuUMOT 3aKOHO/ABCTBA OO 3a6e3MeYEHHs AKOCTI JiKapCHKUX 3aC0GiB.

Sactynu aga. i
Hep mgm y>1<oxf§* apck{gcux 3acobiB

iK v,
Ta KOHT] onfo BaﬁébKOXHKaMHy KuiBcpkiit / 3ybapesa H. B.
06J'IaCTl-£ tgxz{}?\?rffffg“’* % .

(noqalxd%g o\énQa oprarjy’,ﬁepa(gamoro KOHTPOJIIO) (mignuc) (iniuiany Ta npizsuLIe)
‘N

ke /;
N\ gy ﬁﬁ* /?’




HEPKIIIKCITYKBA
AEPKABHA CHYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Tem/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
Nnpo SAKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody
27.05.2022 Ne 20376/22/1011
AII® 200

(HaliMeHyBaHHA TTiKapchKOTO 3aco8y 3TiHO 3 peecTpaliliEIIM NOCRITYEHHAM)
MOPOIIOK I8 OPAIBHOr0 Po34HHY o 200 Mr 1o 3 r MopolmIKY vV NAKeTHKY; mo 20
nakeTNKiB y KapTOHHIl Kopobui

{thopMa BIUNYCKY, JOIYBAMEA, BILT HAKYBAHEA MiKAPCHKOIO 32c00y)
Howmep peectpaniitnoro nocsiquenas UA/2031/02/01 crpox aii peectpaniitzore nocsiguenna 01.01.2099
Cepis nikapcekero 3acoby Ne L0899 KimbkicTp BBe3EHOIC MKApchKoTo 3acedy 227

BupoBHIK Camrotac ®apma I'm6X, HiMeuunna

{HaiiMeHYBaHHA BIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHcTBO 3 00Me:keHOI0 BitmoBigaanHicTIo "Cangoz Ykpaina",
izenT. koa: 38419586

(HaltMeHYRaHEA Ta ko 2a €APIIOV oplimrdHoi ocodil abo Mpiseinme, iM'd, o HaTEKORL
tizirEei ocodIl - NiTOpIeMd, il Miclie MpMKIBAHHA TA peecTpaltiiianil Homep obmikoBoi
KAPTKII IIMATHIIKA TOJATKIR 200 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro kontpomo sig 27.05.2022 Ne 1205/4.

3a pe3yNbTaTAMH JEpKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBeseHO B VYipaimy 3

JAOTPHMAHHAM BHMOT 33K0HOJABCTBA LICIC 3a0e3eUeHHS SKOCT] MKAPChKIIX 3ac00is.

% 3y6apesa H. B.

{migmnc) (ininianu Ta npissnuLe)




CropiHka 1 31
Canwrac ®apma MabXx

OtTo-BoH-Tlopike-Annee 1 Pharma
39179 BbapnebeH / HimeyduHa GmbH
Ten.: +49(0)30203710

dakc: + 49 (0) 30203 71 7770

Ceptudbikart BignoBigHOCTI

Mpoaykr:
ALLU® 200, nopowok gna opanbHoro po3unHy no 200 wr, YKP
31 B nakeTukax, 20 nakeTUKIB B KApTOHHIA Kopobui
Cepin Ne: LS0899 PozMmip ynakoBKM: 20 wr
TepmiH npugartHocTi: 1212024 Hata BUnycKy: 04.KBL.2022
DaTta BupobHMUTBA: 18.01.2022
PeectpayiiliHe nocBiauenHsa Ne:  UA/2031/02/01 BunyuleHa KinbKicTb: 9827 ynakoBOK
BuUpobHMUYI gineHUW:
BupoGHuya ginbHuyA Ne niueHsii Ha BUpPOOHULUTBO
BupcBbHKK in bulk Ningodbapm MMBX, Himeq4unHa DE_NW 03 MIA 2020 0022/24.05.05.01
YnaxkoBKa Ningodeapm MMBX, Himeq4unHa DE_NW 03 MIA 2020 0022/24.05.05.01
TecTyRaHHA NpyY BUNYCRY Ningodsapm MMBX, Himeq4uHa DE_NwW 03 MIA 2020 0022/24.05.05.01
Bunyck cepii Cantwtac ®apma M'mbX, Bapneber, Himevwqura DE_ST 01 _MIA 2021 0008

Lwvm niaTBepaKyo AoCTOBIPHICTD | TOMHICTE BUWeHaBeaeHoT iHdopMauii. JaHa cepia npenaparty 6yna BUroToBneHa,
BKITHOMHO 3 NAKYBAHHAM/MaPKYBaHHAM Ta KOHTPONeM AKOCTI, Ha BULWeBKa3aHin{nx) BNpoBHWYIR{MX) AinbHWLUI{AX)
Linkom BignoeigHo Ao Bumor GMP MmicueBux perynaTtopHux opraHie i cneuwndikauiil, BkazaHux B PeecTpaudiiHomy
Hocbke kpaiHu-imnopTepa. flaHi npo BUroTOBNEHHA, YNaKoBKy Ta aHaniau cepil Bynwy nepeBipeHi i NigTeepakeHa ix
BignoBigHicTe cTaHgapTam GMP.

Cepis BunyweHa gans peanisauil YNoBHOBaMeHoW o0cobolo.
CepTudcbikaT aHanizy goAaeTbCcA OKpemMo.

KomeHTapi:

Husucek sidxunenrs - 08141

Dr. Christian Wollenweber

MpizBUlLEe Ta Nocaga BigNnoBigansHoI 0cobHM:
YnoeHoBaxeHa ocoba

Hata: 04 KBI.2022 Mignue: /nidnuc/



Canwtac Papma MabXx

CropiHka 131

Or1o-BoH-Topike-Annee 1 A L T A Pharma
39178 bapnebeH / Hime4ydnHa GmbH
Ten.: +49(0)39203710
dakc: + 49 (0) 3920371 7770
CepTtudpikat AHanisy

MpoAyxT: AUU® 200, nopowok AnA opansbHOre poaduHy no 200 Mr, YKP

3 r B nakeTnkax, 20 nakeTVKIB B KAPTOHHIN KopobUi
Cepia Ne: LS0899
farta TecTyBaHHA: 07.02.2022
MNoka3Hwuk: HAonycTrmi Hopmu: Pesynetath:
Oonuc: roMoreHHWiA nopoluck Sinoro koneopy Hes arnoMeparis Bignoeigae
3anax: 3 3anaxoM anenkcKHy Bignoeigac
OnUc po3vYnHy: npo3cpuil abo anerka onanecueHTHWA 6e3bapBHMA PO3dWH B | BigNoBigae

OOHOPIAHICTD MACK:
{€ep. Papm. 2.9.5)

pH:
{(€ep. Papm. 2.2.3, 10% BogHni
PO3HKH)

BTparta B Maci Npy BUCYLUYBAHHI:

(€ep.0.2.2.32)

IaeHTHdrikayina:
AueTnnuncTeH
(BEPX/ kinbk. BM3Ha4.)

KinbKicHe BU3HAYeHHSA:

AueTnnuncTeH
{BEPX)

MikpoGionoriyHa yMcToTa:®
{€Bp. . 2.6.12/2.6.13)

NepeBipka nakyBanbHOro
Martepiany:

Bog|

CepefHa Maca HanoeHeHHA: 3,0 r+ 5 % /nakeTuk
18 naketnkie + 7,5 %, 2 naketnka £ 15 %

20-286

£21,0%

BignoBigas cTaHgapTy

2000 mr £ 5 % / nakeTuk
{190,0 — 210,0 mr/nakeTni}

nMae Bignoeigatn Eep. ®. 5.1.4

MakyBansHWA MaTepian BigNOBIgaE BUMOram.
XapakTepuCTUKA HaBeaoH 3rigHo 3i cTaHAapTOM i

2,99 r/ nakeTuk
BignoBigae

2,2

<01%

Bignosigae

197,96 Mr/ nakeTtuk

He TeCTyBanoch

peabipnueo. Bignoeigae
MpuMiTky: * TeCT BUKOHYETLCA AN KOKHCIT 5-07 cepil

AHaniTH4He TecTyBaHHA BUKOHaHo Jlinaodrapm M'mdX
[Np1 NocHNaHHi Ha €Bponedctky CapMaKkene MAsTECA Ha YBasl UMHHA peaakUin
[aTa BrpobHuuyTea: 18.01.2022 Inevamxal
TepmiH npugaTHOCTI: 12/2024 tnidriuci
[arta Bunycky: 04 KBI.2022 Dr. Christian Wollenweber

YnoeHoRaxeHa ocoba
Fedochenko s aem

Tetiana

Du=T0, serlalbumber=5116816.
creFedoghenkn “etana

Feason: 2andoz Ukralne OF zn Impart
Dang: 2022 05,05 2057:35 +0300"
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