tipocniekt Banepis J'[o6anoncm<oro, 51, M. Kuig, 03] 10, ren/ppakc: (044) 363-06-50
E-mail: dis.ko@dfs.gov.ua,htt s:/iwww . dls. ov.ua, Koy €JIPTIOY 37078774

BUCHOBOK
Ipo sIKicThL BBesenorg g Yxpainy JHKaApcbKoro 3acoly

25.05.2021 Ne 27546/21/10

ALIU® JIOHT

(HaiiMenyBanng nikapcLkoro 34co0y 3riHo 3 PeecTpauiiinm [IOCBi,H'-IGIIHﬂM)
Ta0JIeTKH 1 4i o 600 Mr3 10 10 rabmerox v - 6i; mo 1 i
(dopma BHNYCKY, nosysauis, B/l aKyBaH g Nikapcekoro 3acoby)

Homep peecrpaniiinore NOCBinueHHs UA/6568/01/01 CTPOK AiT peectpauiiitioro nocsingenns 01.01.2099

Cepia nikapcskoro 3acoby Ne LA9759 KinukicTs Bresenoro niKapewskoro 3acoGy 38857
BHpo6uuk Camorac Dapma I MO6X, Himeuymya

{(naiivenynanng BHpOOHHKa niKapeskoro 3acody, kpaina TOXOLKCHHS )
Breseno s Vipairy Tosapucrno 3 obMeskeHo010 BIOBiAaNLHicTIO "Canpos Ykpaina",

ineur. kon: 38419586

(naitmenypanng T2 kon 3a €APITQY I0pHANY ROl 0co6H 16g UPISBHLLE, iM's, g darbkosi (isnungr

0CoBH - MiATpyemia, 7 MicLle MposuBanig Ta PeecTpauiiinmii HOMep o6niroBof kapricy NNarHHka
o1aTkiB aGo cepig ta HOMEp nacnopra)

Hporoxon misyannuore KOHTpomo Bix 20.05.2021 N 1636/1.

3a  pesynbraramy AEPXABEOrO  KonTpomig Beranosneno, o MKapCLKKE  3aciG BBEICHO B Vkpainy s
f

AKOCTI nikapenkux 3acofis.

o
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CropiHka 131
Canttac ®apma MubX

OtTo-80H-Topike-Anee 1 S A L u Tf AN @ Pharma
39179 BapnebeH / Himeuunna = L Y B é&{: ) GmbH

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

Ceprudhikar BignoeigHocTi

n . ALLU® NOHT, TabneTtku wuny4i no 600 mr, YKP
HRRE: no 10 rabnetok y Ty6i, no 1 Ty6i B KapTOHHIN Kopobui
Tepmin npuparHocTi: 04/24 [aTa BUnNycky: 05 TPA 2021
Harta BupoGHuyrea: 01.04.2021
Peectpauiithe noceiguenns Ne: UA/6568/01/01 Bunyuwena kinekicte: 38857 ynakosoxk

AinbHuui sanyyeni y BUPODHUUTRBO:

BupobHuya ginbHuyg Ne niuensii Ha BUpo6GHULUTBO |
BupoBHuk in buik Xepmec ApuHaimitTens TMEX, Himeyanna DE_BY_04_MIA_2020 0012
BupobHuk ynakosku Xepmec ApuHaimitTrens MmBX, HimeyunnHa DE_BY_O4__MIA_2020_OO12
TecrysanHs npu sunycky | Xepmec ApuHaimittens MmEX, HiMeyuuna DE_BY_04_MIA_ 2020 0012
Bunyck cepii Caniotac ®apma MmBX, EapneSEH, Himeuyuuna DE_ST_01_MIA_2019 008

Lum nigrsepmxyio, o BUullleHasefeHa iHopmMalis e AOCTOBIpHOIO Ta TouHow. [aHa cepia roToBoro
nikapcbkoro sacoby Byna BUrotoeneHa {BKIIKOYHO 3 nakyBaHHAM/MapkyBaHHAM) Ta nNpoiwna KOHTPO b
AKOCTI Ha BULLIEHaBegeHuX BUPOBHUYMX AinsHMLAX y MOBHIN BignoBigHocTi A0 BuMor GMP MicLieBUX
PerynaTtopHux opranie Ta 3rifHO 3aTBEepAKEHOT cneumndikauii PeectpauyiiHoro Locbke kpaiHu iMnopTepa.
MpoToxkonu BUpPoBHWULTBA, NAKYBAHHA Ta aHaniTU4HOrO TECTYBAHHS Bynu nepesipeni Ta Oyna
BCTaHOBNEHa X BianoBiaHicT GMP,

Cepis Bunyuiera ao peanisauii YnosHosaxeHow 0co6oko.
Ceprudikar akocti fogaeThes OKpPeMao.

KomeHrapi: /

Dr. Udo Rettkowski

, : : ..
3] o Bi i H :
IM’5i Ta nocaga BignoBinanLHoOT 0co6u Y

Oata: 05 TPA 2021 Mignue: /nignuc/
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CanwTac ®apma MM6X
Otro-BoK-Topike-Anee 1
39179 bapnebeH / Himeuuuna

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

Mpopykr

SALU

CepTudikat AHanisy

ALILI® NOHT, TabneTtku wunyui no 600 M,

no 10 Tabnetok y Ty6i, no 1 TyGi B kapToHKIA kopobui

Cepis Ne

Harta TectyBaHHsA

LAGS759
16.04.2021

Pharma
GmbH

guw

YKP

Cepennn maca:

OgHopiaHicTe fo3oBaHMX

OAYHUUL:

Bapiatia macu

TeepgicTe:

Poanapanus:
lgeum@ixagiﬂ:

AueTunyucrein
(BEPX/KinskicHe BW3HaY.)

KinbkicHe BU3HaveHHs:
AueTunyucreix

(BEPX)

1950 Mr + 5 % /rabneTka

NoBUHEH Bignosigat €ep.d. 2.9.40

30—-200N

<5xs

NOBUWHEH BignosigaTn

600 mr = 5 % /raBneTra
(570.0-630.0 MritabneTka)

Tecrtu: Honyctumi Hopmu: Pesynbrartu:
Onuc: Bini, kpyrni rabneTkn 3 PUCKOK, rnagki BiAnoBigae
Poamipu: Oiametp: 19,6 — 20,4 mm 20,0 mm

Bucora: 4,3 - 4,8 mm 4,6 Mm
3anax: i3 3anaxom oxuHu BiANOBIAaE
3oBHIWHIA BUrNsaA PO34MHY: | MPo30puil 5e3koNipHUA PO3UYNH, He MICTUTD 4acTokK Binnosigae
Janax PO3YMHY: | i3 3anaxom OMWHKU gignosigae
pH po3yuny: 34-47 472
(€ep.®.2.2.3)

1934,00 mritabneTia

Bionorinae

78 N

<1x8

Bignoeigae

601,3 mr/tabnetka




Caniorac ®apma M6X
Otro-soH-Topike-Anee 1
39179 BapneBen / HimeuduHa

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

Ceprudikat Ananisy

CropiHka 2 3 2

Mpoaykr AUL® JTOHT, Tabnetku wunyui no 600 mr, vk

no 10 rabneTok y Ty6i, no 1 Ty6i B KapToHHIX Kopobui
Cepin Ne LA9759
Hara rectyBaHusn 15.04.2021
TecTu: IT[lonyc-ruMi HOpMM: Pesynbraru:
CynyTHI_gomimku:
(BEPX)
L-Unctun <0,5% < MKB
L-Uncrein <0,5% < MKB
N,N'-JJ,MBL{E!TMJ‘I-L-U,HCTMH <1,0% < MKB
N,S-anauevn-L-UuucTein <0,5% < MKB
Oxpemi Hesigomi gomiwuku <0,2% < MKB
Cyma pomilok < 2.0% < MKB
Mikpo6ionoriuna ynertora:* NOBUHEH BifnosigaTn €ep. . 5.1 .4 He TecTyBanock
(Eep. . 2.6.12/2.6.13)
MNepesipka nakysanbHoro NakysansHi matepiany sianosigakTs BUMOram,
marepiany: XapaKkrepucTuku PIBHOMIpHI i po3Bipruai. Bignosigae
Mpumitku: *BYKOHYETBCA SIK MiHIMYM 0AUH pas Ha pik

AHaniTu4He TecTyBaHHA BUKOHaHO: Xepmec ApuHaimiTrens MMGX 4

3aHavenHa Eeponeiiceror ®apmaronei sagxan Nepeabayae nocunaxns 1a i Ailouy Bepcio.
Hata supobHuyTea: 01.04.2021 Dr. Udo Rettkowski lwmamn/!
Tepmin npugatHocTi: 04/24 Inidnuc! YnoBHoBaxeHa ocoba

Hata sunycky: 05 TPA 2021
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AEPYKIIIKCIIYKBA
AEPKABHA CJIYIKEA 3 HIKAPCLKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM VY KHIBCBKTIi1 OBJIACTI

npocnexr Banepis Jlo6anoscrkoro, 51, M. Kuig, 031 10, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,httgs://www.dIs.gov.ua. Kon €IPITOY 37078774

BHCHOBOK
po sIKicThL BBe3enoro i Ykpainy JiKapesKoro 3acoby

25.05.2021 Ne 27547/21/10

AII® JIOHT
(HalimenyBanms nikapeskoro 3acoBy 3rigHo 3 pecerpaniiaum MOCBLAYCHNAM)
1i 110 600 mr; 1o 1() TabJIeToK 6i; mo 1 Ty6i B xa TOHHIH Kopodui
(popma BHNYCKY, nosypanus, sun aKyBanns nixapcbroro 3acofy)

TA0JIeTKY mHn

Homep peecrpaviiinoro nocsinuenns UA/6568/01/01 CTPOK i peecTpanilinoro nocainyenns 01.01.2099
Cepist sikapebkoro sacoBy Ne LA9760 Kinbkicts BBesenorg nikapeekoro saco6y 38927

BupoGruk Camorac ®apma I M6X, Himeuguna
(nakiMenypanng BHPOGHHKa Jtikapcbkoro 3acoly, kpaina TIOXO0/DKEHHS)

Beeseno B Vipainy Torapucrso 3 o0mMeskeH o0 BiANOBIna bHicTIO "Canpgos Yxpaina",
inent. kox: 38419586
(HaﬁMeuyuamm Ta ko 3a €JIPTI0Y IOPHAHYHOT 0cobH afo npi3Bue, in A, 10 GaTLkoBi Qiziume]
oc

00U - nignpuemus, 7 Micue npoxupang g PeecTpaniiinmii HoMep o6ikoBoi kapricu MIaTHWKa
noxarkis a6o cepis ta HoMEp nacriopra)

Mporokon eisyannuore konrpomo sin 20.05.2021 n 1636/2.

332 pesyneraramu AepKaBHoro KOHTpOIO BCTAHOBMEHO, w0 nikapcekui  3aci6 BBE3€HO B Yxpainy 3

AOTPpHMAHHAM BHMOT 3ak0H0MaBCTBA mog0 3abesnevenns fikocri JHKAPCLKHX 3ac06ig,
,»‘4
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CropiHka 13 1
CanwTac ®apma MubX

OTro-B0H-Mopike-Anee 1 - ;’?\ ] &E :gﬂ,g ™ Pharma
i A [l B ) <

39179 bapnebeH / HimeuuuHa ‘Q_gs; = /) i ‘\— ) G m bH

Ten.. +49(0) 39203710

®akc: + 49 (0) 39203 71 7770

CeprudiikaTt BignosigHocTi

Mesimer: ALU® INMOHT, Tabnertku wunyyi no 600 wmr, YKP
PORYKT: no 10 rabnetok y Ty6i, no 1 TyGi B KAPTOHHIN Kopo6ui
Cepin Ne: LAS760 Po3mip ynakosku: 10 wr.
TepmiH npupaTHocTi: 04/24 [ata Bunycky: 05 TPA 2021
Hata Bupo6HuyTea: 06.04.2021
PeecTpauiiine noceinuexnst Ne: UA/6568/01/01 Bunyuwena kinebkicte: 38927 ynakosok

AinbHuui sany veni y BUPOOHKUTBO:

Bupo6Huua ginbHuus Ne niueH3ii Ha BUPODHUUTBO
BupoBhuk in bulk Xepmec ApuHaimirtens MvbX, Himeyynna DE_BY_04_MIA_2020 0012
BupoBHuK ynakosku Xepmec ApyHaimitTens 'mb6X, Himeyunna DE_BY_04 MIA_2020_0012
TectysaHHa npu Bunycky | Xepmec ApuHaimittens mMBX, HiMeyunna DEMBY_D4_MIA_2020ﬁOO12
_gifm—yc}} cepii Jgnmmcjaipima 'mBX, Bapneben, HimeunHa” DEWST_OT_MiA_2019_008 _]

AHO 3aTBepaxkeHol cneundikauji PeecTpauiiiHoro Jocse KpalHu imnopTepa.
MpoTokonu BUPOOHUUTBA, nakysaHHA Ta aHaniTMYHOrC TecTyBaHHS Oynu nepesipesi Ta Byna
BCTaHoBneHa Ix BignosigHicte GMP.

Cepis BunyueHa o peanizauil YnosHoBaxeKo0 0co6oio.
CepTtudikaTt skocTi AOA2€ETbCA OKpemo,

KomeHrapi: /

Dr. Udo Rettkowski

IM'A Ta nocana BianoBinanLHoOi oc bu:
ocan a A - 2 YroBHoBaxeHa ocoba

[ara: 05 TPA 2021 Mignue: /nmianuc/

| /
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Cantotac ®apma Mbx
OT170-8OH-Ttopike-Anee 1
39179 bapnebten / HimeyduHa

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

Mpoaykr AUL® NOHT, TabneTku wunyyi no 600 mr,

no 10 TabneTok y Ty6i, no 1 Ty6i B KapTOHHIA kopobui
Cepina Ne LAS760
Hara TectymaHHs 15.04.2021

YKP

Cepegns maca:

OfHOpIAHICTL A030BaAHUX
OHMHMHI:Z

Bapiauig macu

Teepgicre:

Poanagaunus:
loeHTuchikayis:

AueTunyncTeir
(BEPX/Kinbkiche BU3HAY.)

KinkkicHe BusHaueHHs:
AyetTunyucrein

1950 mr+ 5 % /TabneTka

noBWUHeH Bignosigatu Eep.®. 2.9.40

30-200N

<5xm

NOBWUHEH BignosigaTu

600 Mr+ 5 % /TabneTtka
| (570.0~630.0 Mr/TaGnerka)

(BEPX)

rTecm: | Bonyctumi Hopmu: LPe:syanam:
Onuc: Bini, kpyrni TabneTku 3 PUCKOID, rnaaki BiANoOBigae
Poamipu: Hiametp: 19,6 — 20,4 MM 20,1 MM

Bucota: 4,3 — 4,8 mm 4.5 Mm

3arnax: i3 3anaxom oxuHK signosigae
S0BHIWHIA BUrnsaa PO3YUHY: MPo3opuit 6eakoNipHUA PoO3UMH, He MicTHTL YacTok | sianosinae
3anax DO3YUHY: i3 3anaxom oxuHK BiANOBigae
PH po3uuny: 34-47 4,2
(€Bp.®.223)

1935,00 mr/TabneTka

Bignosigae

80N

<2 xB

Bignosigae

607,8 MritabneTka




CropiHka 2 3 2
CanioTac dapma 'mGX

Orro-s0H-Tiopike-Anee 1 ép:im ,;;\! i : L
39179 bapnebeH / Himeuunna » A . ! J
Ten.: +49(0) 39203710

®ake: + 49 (0} 39203 71 7770

Pharma
GmbH

Ceptudpikar AHanizy

Mpoaykr AULI® NIOHT, TaBnetku wunyyi no 600 mr, YKP
no 10 TabneTok y Ty6i, no 1 Ty6i B KapTOHHI# kopoBui
Cepisa Ne LA9760
Darta TecTyBaHHs 15.04.2021
o e
TecTtu: Honyctumi Hopmu: PesynbTaru: T
CynyTHi gomiwim:
(BEPX)
L-UucTiH <0,5% < MKB
L-UucTein <0,5% < MKB
N.N-guauetun-L-umctvn <1,0% < MKB
N, S-auauerun-L-uucrein < 0,5% < MKB
Oxkpemi Hesinomi fomiuki <0,2% < MKB
Cyma gomiwok <2,0% <MKB
MikpoGionoriyua yucrora:* noBuUHEH Bignosinatm Eep, . 5.1.4 He TecTysanocs
(EBp. ®. 2.6.12/2.6.13)

MepeBipka NaKyBankHOro MNakysansHi MaTepianu sianosinaoTs BUMoram.
Martepiany: XapakTepucTukm PIBHOMIPHI i po3Bipnusi | BiAnosigae !
Mmarvepiany: L = e ]

MNpumitiu; "BUKOHYETLCA 8K MiHIMYM 0AMH pas Ha pik
AHaniTuyne TECTYBaHHA BUKOHAHD: Xepmec ApuHaiimitrens MBX
el 3asmau nepeabayae NocunaHHA Ha 1T gitody sepciio.

3aHayerHn Eeponeiicekoi

®apmakon

Aara BnpoBhuyTea: 06.04.2021 Dr. Udo Rettkowski
TepmiH npuaaTHocTi: 04/24 /nidnuc/
Hara eunycuy: 05 TPA 2021

lTwmamn/

YnoeBHoBaxeHa ocoba




JEPXIIKCITYXBA
HEPHKABHA CJIYIKBA 3 JIIKAPCLKP_IX 3ACORBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH YV KUIBCHKIN OBJIACTI

npocrniext Banepis JloBanosebkoro, 51, m. Kuis, 03110, Ten/pake: (044) 363-06-50
E-mail: d[s.ko@dls.gov.ua,httgs://www.d]s.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK

Npo SAKICTH BBE3eHOro B Yxpainy nikapebkoro 3acoly

25.05.2021 Ne 27548/21/10

AllU® JJOHT
(raiiMenyBanng JKapeskoro 3acoby 3rinuo 3 peecTpanifinmm nocBiayen M)
TabJIeTKH muny4i no 600 Mr; 110 10 Tabaerok y Ty6i; o 1 Ty0i B kaproumiii Kopooui
(thopma BHOYCKY, 103yBatng, Bug NaKyBauus nikapenkoro 3acoby)

Homep peectpauiiinoro nocsimuen s UA/6568/01/01 CTpoK Aii peecTpauiitioro nocaiguenus 0] .01.2099
Cepis nikapebkoro saco6y Ne LA9761 KinbkicTs BBe3eHOrO nmikapebkoro 3acoby 39077

Bupo6uuxk Camorac Gapma I MOX, HiMeuunna
(Haiimerypanus BHPOOHHKA Nikapchkoro 3acody, Kpaiua MOXOUKEHNN)

Beeseno B Vipainy Torapucrso 3 obMexenoro BianonizaabHicTIO "Cannos Ykpaiua",
utenr. kox: 38419586
(raiiMenysannyg ta kol 3a CAAPIIOY I0pHAHYII0T 0cobH abo npissHe, iM's, no Gatbron) izuunor

0co6H - ninnpremus, i micie MPOAHBANNS TA peceTpauifinui HOMEp 0GRIKOBOT KapTkH nnaTiK,
nonatkis abo cepis ta HOMEp nacrnopra)

Tlporokon sisyanunore xonrpomo six 20.05.2021 Ne 1636/3,

3a  pesynsTatamu ACSPXABHOIO  KOHTpOIQ BCTAHORIIEHO, 10 JUKapeLkul  3aci6 BBC3CHO B VYkpainy 1
s

AOTpHMAaHHSIM BHMOI" 3aKk0n0AaBCTEa 1070 3a603nelterlﬂ7j:1<00‘ri NIKApCLKUX 3ac0Gis.

4 3y ks >, =
5’ac-yﬁn§m< Hauansinka Cryx6u Ounexkciit COJIOJIPAIL

(ininianm ta npissuue)

" (nocaiona. 0tobn Oprany zcpansore KOHTpOIIO)

MLIT




o

Ctopinka 131
Caniorac ®apma MuEX _ B e
Otro-soH-Topike-Anee 1 L\ 1 =T ,v—-\ = Pharma
39179 bapnebeH / Himewuuna !‘-;;;-. A H o é{___‘gv“ = o ]
o o N Hae W § ™uwd GmMbH

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

Cepruddikar BignosigHocTi

n . ALLU® NOHT, rabnertku wunyyi no 600 mr, YKP
HRAHE no 10 Tabnetok y Ty6i, no 1 TyBi B KapTOHHI kopobui
TepMiH npugaTHocTi: 04/24 Nata Bunycky: 05 TPA 2021
Hara BUpoBHuUTEA: 06.04.2021
PeecTpauiiine nocsiguyenHs Ne: UA/6568/01/01 BunyuweHna kinokicte: 39077 ynakosok

AinbHuui 3anyveni Y BUPOOHUUTREO:

Bupo6Huva ainbHuus Ne niuensii Ha BUpPoGHUUTEO
BupobHuk in bulk Xepmec ApuHaimitTens TMBX, HimeuunHa DE_BY__Gd_MIA_2020_OO12
BupoBHui ynakosku Xepmec ApuHaiMiTTeNs 'weX, Himeyyuna DE_BY_04_MIA 2020 0012
TecTyBanus npu Bunycky Xepmec ApuxaimiTrens vmoEX, HimeyuuHa DE_BY_O4_I’VIIA_2020_OO12
Bunyck cepii i Canwotac ®apma FMGMMKA%%H& DE_SVVT_O1_MIA_201 9 008 —J

Uwm nigreepaxyio, wo BUlllekasedera iHdopmauis € AROCTOBIPHOW Ta ToYHow. [aHa cepia rotosoro
nikapcbKoro 3acoby Gyna BWroTosneHa (BKITHOYHO 3 nakyBaHHam/MapKyBaHHamM) Ta npoiwna KOHTPONb
AKOCTI Ha BUlLleHaBeaeHNX BUPOBHWUMX ainbHuuax Y MOBHIN BianosiaHocTi Ao sumor GMP MicLieBux
PerynstopHux opranis Ta 3rigHo 3aTBepaXeHOo| Cneuvdikauii PeecTtpauinoro Hocoe kpainn iMnopTepa.
MpoTokonu BUPOBHULTBA, nakyBaHHA Ta aHaniTUYHOTO  TecTyBaHHs Odynu nepesipeni Ta Byna
BCTaHoBNeHa ix BignoBigHicTe GMP.

Cepisa sunyujena go peanisauil YnoBHosaxeHoo 0co6oi.

CepTtudbikaT skocTi A0JAETLCH OKpemo.

Kometrapi: /

Dr. Udo Rettkowski

A o] a a 1 &
IM'A Ta nocapn BlANoBigansHol ocoby S ———————

Harta: 05 TPA 2021 Mianuc: nianuc/
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Canwrac ®apma M'v6X
Otro-BoH-THopike-Anee 1
39179 BapnebeH / Himeuunna

Ten.: +48(0) 38203710
dake: + 49 (0) 39203 71 7770

Ceptudikar AHanizy

CropiHka 122

Pharma

GmbH

Mpoaykr AULI® NOHT, Tabnetku wunyyi no 600 wmr, YKP
ne 10 tabneTok y Ty6i, no 1 TyOi B KaPTORHIN KopoBU
Cepis Ne LA9761
HaTa rectyBanun 15.04.2021
Ff;cm: Honyctumi Hopmu: PesyneraTtu: —I
Onuc: Bini, kpyrni TabneTiu 3 puvckoro, rnagki Bignosinae
Poawmipu: Hiametp: 19,6 — 20,4 mm 20,1 mm
Bucota: 4,3 — 4,8 mm 4,5 Mm
3anax: i3 3anaxom oMuHK Bignosigae
3oBHiWHIA Burnsig PO34YMHYy: NPO30puit 6E3KONIPHWA PO3UKH, He MICTHTL 4YacTtoKk | Bianosigae
3anax PO34YUHY: | I3 3anaxoM oxuHu BiAnosifae
H po3vuny: 34-47 4.0
{€Bp.d.2.23)

CepenHa maca:

OaHopiaHicTs fozoBarmx
OOVHRUL:

Bapiauis macu

TeepgicTs:

Posnananns:
laeHTudikayis:

Auetunymcrein
(BEPX/kinbkicHe BU3HaY.)

KinbkicHe BUZHavueHHs:
AueTunuucrein

{BEPX)

1950 mr + 5 % /Tabnetka

NOBUHEH BiANOBIgaTH €8p.®. 2.9.40

30-200N

£ 5x8s

NOBWHEH BianoBigaTy

600 Mr+ 5 % /rabneTtka
(570.0 -630.0 Mr/rabnertka)

1930,00 mr/tabneTka

Bignosinae

78 N

<2xB

BiANoBinae

é/é%ﬁ MriTa
[/ ;

B pan




CropiHka 2 3 2
Canrac ®apma MibX

OTro-8oH-Topike-Anee 1 ‘aly.) A5 AR € Pharma
39179 EapneGeH!HimequHa é‘w AN L E’% ﬁp‘;% émf) Gm bH
Ten.. +49(0) 39203710

dake: + 49 (0) 39203 71 7770

CeprTudpikar AHanisy

Mponyr : AULI® fTOHT, TabneTkn wunydi no 600 Mr, YKP
no 10 rabneTok y Ty6i, no 1 TyBi B kapToHHii kopobui
Cepis Ne LA9761

fara rectyBanns 15.04.2021

Moc y =
TecTu: OonycTumi Hopmu: PeaynwbTatu:
CynyTHi nomiwku:

(BEPX)

L-LucTun <0,5% < MKB
L-Uwncrein <0,5% < MKB
N.N'-anauetun-L-unctun <1,0% < MKB
N,S-auauetun-L-umcreiy <0,5% < MKB
Oxpemi Hesinomi qomiwim <0,2% < MKB
Cyma gomiwwox <20% < MKB

Mikpo6ionoriyna yuerora:* nosvHeH signosigatk €ep. . 5.1.4 HEe TeCTyBaNocs

(€ep. ©.2.6.12/2.6.13)

Nepegipka nakysanbHoro MakyeankHi Mmarepianu signosinaoTs suUMOram.
MaTepiany: ! Xapaktepuctuxu PIBHOMIpHKI | poaGipnuai, Bianoeigae
[ ==t — P PIPHOMIPHI | po3bipanai. Wil ot N

Mpumitku: “BUKOHYETBCA AK MiHIMYM AWK pas Ha pik
AHaniTuuhe TectysanHs BUKOHAHO: XepMec ApuHaimMiTrens MEX
&l 3a8xau nepeabavae nocunanmn Ha 1T Aitovy sepciio.

3aHaveHHs Eepaneficokol Qapmakon

[ata supobHuyTea: 06.04.2021 Dr. Udo Rettkowski

TepMiH npuaaTHocTi: 04/24 Inidnuct YnoBHoBaXeHa 0coba
Hara sunycky: 05 TPA 2021

lwmann/




JEPXJIIKCITIYKBA
AEPIKABHA CJIVIKBA 3 JHIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBChKII OBJIACTI

npocnekt Banepis JloGanoscekoro, 51 » M. Kuis, 03110, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:ﬁww.dls.aov.ua, Kon €TPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOI0 B Yxpaiuy gikapcbkoro 3aC00y

16.08.2021 Ne 45315/21/10

AlIO® JTOHT

(HaHMeHyBaHHA NiKapcEROro 3acoby srigxo 3 PeeCTpanifnm noceinueHHaM)
Tabaerku mumyyi no 600 mMr; mo 10 Tagerox Y Ty6i; mo 1 Ty6i B kapronmiii KOpobii

(dopma BHITYCKY, RO3YBAHMN, BHI TIAKYBAHHS JiKapcLKore 3acoby)

Homep peecrpanitinoro noceizaenus UA/6568/01/01 CTpOK i peecTpauiiinoro noceimenns 01.01.2099

Cepia nikapchioro 3acoby Mo LB6073 KinexicTs BBe3eROrO Nikapcsioro sacoby 38667
Bupo6rux Camorac ®apma I'w6X, HiMeqauua
(HaiiMeHyBaHHA BUPOGHHKa TiRAPCEKOrO 3acoby, kpaina HOXOMOKSHHA)
Beeseno B Vipainy Tosaprerso 3 06mexenoro signoBiannHicTIo "Cangoz Ykpaiua",
inenT. won: 38419586

(nafiMenyeanha a ko 3a CAPTIOY HOpHIHTHOT 0co0un abo npisemie, iM's, Mo GaThkon] dizmunoi
ocolu - nianpuemins, i Micie TNIPOXHBAHHS Ta peccTpaniifHuil HoMep o6nikopo] KapTKi MIatHKuKA
nogarkie aGo cepis ta HOMEp macnopTa)

Mpotokon sisyansuore xonrpomo pia 10.08,2021 N 2741/2.

3a  pesynbratamu  AepkanHOTG KOHTPOMO  BOTAHOBNIEHO, [HO  MKAapCHKMIt  3aci6 BBe3eHO B VYixpaiwy 1
]
AOTPHMAHHAM BHMOr 3aKOHON2BCTRA Moo, 355e3neuents wocTi NiKapchkmx 3aco6is.
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CropiHka 13 1
CanwTtac Papma [mbX

Orro-soH-Topike-Anes 1 Pharma
39179 bapnebex / HimeuqiHa Gm b H
Ten.: +48 (0) 39203710

Paxc: + 49 (0) 39203 717770

Ceptudikar BipnoBiaAHOCTI

Npoaykr: ALL® NOHT, rabneTtku wunyyi no 600 mr, ) YKP
’ no 10 vabnetok y Ty6i, no 1 Ty6i B KAPTOHHOM KOpoBL
Cepia Ne: LB6073 Po3Mip ynakoBku: 10 w,
Tepmin npuaaTHocTi: 04/24 flata Bunycky: 19 TPA 2021
Oara BupoBHuuTRa:; 07.04.2021
PeccrpauiiiHe noceigyerna Ne: UA/6568/01/01 Bunyuwena kinekicte; 38667 ynakoBok

AinbHuui 3anyveHi y BUpoOHUUTBO:

BupoGHuva ginbHuusa Ne niueH3it Ha BUpoGHULTBO
BupobHuk in bulk Xepmec Apudaimittens MMGX, Himed4nHa DE_BY 04 _MIA 2020 0012
BupobHuk ynakosxu Xepmec Apunaimittens Mi6X, Himeyyuua DE_BY_04 MIA 2020 0012
TecTyBanHs npu sunycky | Xepmec ApuHaimittens Mm6X, HiMeuuuHa DE_BY_04 MIA 2020 0012
Bunyck cepii CamoTac ®apMa 'm6X, bapneber, HimequnHa | DE ST 01 MIA 2019 008

Lvm nigTeepmxyo, Lo BUEHaBeAeHa iHdopMaLlis © AOCTOBIPHOIC Ta TOMHOW, [laHa cepid roTosoro
nikapcekoro aacoby Byna euroTosneHa (BKNOYHO 3 NaKyBaHHAM/MapPKYBaHHAM) Ta NpoWNa KOHTPOIb
AKOCTI Ha BULEHABEZENUX BUPOGHWYUX AINBHUUAX Y NOBHIK BiANOBIGHOCTI 4o sumor GMP micuesux
PerynatopHux opraie Ta 3rigHo 3aTeepaxeHol cneundikawii Peectpauifinoro [locbe kpailu iMnopTepa.
MpoTokonu BUPOBHWULTBA, NaKkyBaHHA Ta @HANITWNHOIO TECTYBAHHA Bynn nepesipeHi Ta ©Gyna
BCTaHoBNeHa ix eignosipHicts GMP.

Cepia BunyuieHa Ao peanisauii YnoBHoBaKeHOK 0co6010.
CepTudpikaT AKOCTI AOAAETLCH OKPEMO.
KomeHTapi: /

Dr. Udo Ratiikowski
YHOBHuBIKeHa ocoba

IM'A Ta nocafa BiANOBIQANLHOI 0COGM:

Hata: 19 TPA 2021 [Migrine: /nidnuc/




CamwoTac ®apma MubX
OTtTo-por-Mopike-Anes 1
38179 bapneGeH / HimedwunHa

Ten.: +49(0) 39203710
®akc: +48(0) 3920371 7770

SALUTAS

Ceprudbikat Ananisy

ALIL® NOHT, TaBnetky wunyyi no 600 mr,

no 10 Tabnetek y Ty6i, no 1 Ty6i B kapTOHHOMR KOopoBL

Mpoay«kr
Cepia Ne LB6073
Data TecTyBaHHA 19.04.2021

CropiHka 132

Pharma
GmbH

YKP

Tectu: AonycTumi Hopmu; Pesynbratu:

Onug; Gini kpyrni TabneTky i3 nnockolo NosepxHero, 3 Bignosinae
PUCKOID Ha OAHIA CTOPOHI

Poamipun: DiameTp: 19,6 — 20,4 MM 20,0 mm
Bucota: 4,3 - 4,8 MM 4.6 MM

danax;: i3 3anaxoM oXuHW BianoBsigae

30BHIWHIA BUrNAA PO3UUHY: NPo3opuiA GesKonipHui PO3YUH, He MICTUTL yacTok | Bignosigae

3anax po3uMHy: i3 3anaxom OXHUHKU Bignoeinae

pH poauuny: 3.4~47 39

(Esp.®. 2.2.3)

CepenHna maca:

ORHOPIAHICTL NO30BAHUX

OOWHWUL:
PospaxyHkoBo-garosuin metoq

TeepaicTi:
Po3znafaHHA:

laentudikauin:

AueTunumucTein
{BEPX/kinbkicHe BuaHay.)

KinkkicHe Bu3HayeHHs:
AleTUnNuucTeH
(BEPX)

1950 wr = 5 % /fraBneTka

NoBWHEH Bignoeinatn Cep.®. 2.9.40

30-200N

%5 xB

noBMHEH BigNOBIgaTK

600 Mr = 5 % f1zBneika
(570.0 ~ 630.0 mrivabneTka)

1945,00 mr/raBneTtka

Bignoeinac

79N

<2 xB

Bignosinae

609,1 mriTabnetka




CropiHka 2.3 2
Canwotac Capma MwbX

Ot70-BoH-Topike-Anee 1 Pharma
39179 bapnebeH ! HimeudnHa G m b H
Ten: +48(0) 39203710

Pakc: + 49 (0) 39203 71 7770

Ceptudikar AHanisy

Npoayxr ALU® NOHF, TaGneTku wunydi no 600 Mr, YKP

no 10 rabneTtok y Ty6i, no 1 Ty6i 8 kapTonHo# Kopobui
Cepisa Ne LB6O73
Hara TectyBaHHA 19.04.2021
TecTn: DonycTumi Hopmu: PeaynbraTu:
CynyTHi AoMiwku:
(BEPX)
L-LucTun =0,5% < MKB
L-UmcTein £0,5% < MKB
N.N'-awauerun-L-umctuH = 1,0% < MKB
N,S-puauetun-L-ymcTei < 0,5% < MKB
Oxpemi Hesigomi oomMiLLKK <0,2% < MKB
Cyma gomiliok < 2,0% < MKB
MikpoGionoriyna unctoTa:* NeBUHEH BignosinaTy €sp. ®. 5.1.4 HE TECTYBaNOCH
{Eep. ®. 2.6.12/2.:6.13)
Mepegipka nakyeankHoro MakysankHi maTepianu BiaNoBIAaIOTL BUMOTaM.
MaTepiany: XapakTepucTuku pisHoMIpH | posBipnuei. BianoBinac
MpumiTku; “BUKCHYETLCA AK MIHIMYM 0AMH paa Ha pik

AHanNITUMHE TECTYBAHHA BUKOHAHO: Xepmoc ApuHadamiTrens MGX

3anaueHHA Ecponeficskoi dapmarone( 3aexaAM nepeabadac nocunaxka Ha 0 Aiay Bepcio,

Hara eupoBruuTea:; 07.04.2021 Dr. Udo Rettkowski lumamn/

TepmiH npnaaTHocTi: 04724 (ridnuct YnosHosaxena ocoba
Hara sunycky: 19 TPA 2021




)
HEPXIIKCIITY)XXBA
AEPXKABHA CJVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npocnekr Banepis Jlo6anoecskoro, 51, M. Kuis, 03 1 10, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €TPITIOY 37078774

BUCHOBOK
Npo AIKiCTH BBE3€HOro B YKpaiHy JiKapchKoro 3aco0y

16.08.2021 Ne 45317/21/10

AII® JIOHT

(HaliMeHyBaHHS TikapCEKOro 3aco0y 3rinHO 3 peecTpaniHum MOCBiIYEHHAM)
TabsIeTKH muny4vi no 600 mr; no 10 Tabaerox Y Ty0i; mo 1 Ty6i B xapTonmiii kopobui

(opma BumycKy, no3yBaRHS, BUX NaKyBaHHS JIKAPCEKOTO 3ac00Y)
Howmep peectpauitinoro nocsimaenns UA/6568/01/01 CTpOK Aii peectpauiitoro noceizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne LB6077 KinpkicTs BBe3eHoro nikapcrkoro 3aco6y 39267

Bupo6Huk Camorac ®apma I'm6X, Himequnna

(naitmenyBanus BUpoGHHUKa TiKapcekoro 3acoby, kpaina NOXOKEHHS)

Bseseno B Vkpainy ToBapucrso 3 06mexeHOIO Binnosinansmicrio "Cannos Ykpaina",

inent. xon: 38419586

(ualiveryranms Ta ko 32 €JPIIOY IOpHIUYHOT 0c06u 260 NpizBUIE, iM'sL, IO 6aTHKOBI Gizuunol
ocobu - niznpuemus, ii Micie nposxuBanma Ta peecTpauiituit HoMep o6nikoBoi KapTKH IUIaTHUKA
nozarkis a6o cepis Ta Homep Tacropra)

Hporoxon Bisyansnoro xontposio eix 10.08.2021 Ne 2741/4.

3a pesynBTaTaMM aepiKaBHOTO KOHTPOJIO  BCTAHOBNIEHO, IO JHKAPCHKMIA 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSIM BHMOT 32KOHOIABCTBA OO 3a6e3meyeHy
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CropiHka 1 3 1
Caniotac dapma 'm6X

Ortro-BoH-Topike-Anee 1 Ph arma
39179 bapneben / HimewunHa G m b H
Ten.: +49(0) 39203710

dakc: + 49 (0) 39203 71 7770

CepTtudikar BianoBigHocTi

MpoaykT: ALIL® JTOHT, TabneTtku wunyyi no 600 mr, ' YKP
) no 10 rabnerok y Ty6i, no 1 Ty6i B kapTOHHOM KOpOGULi
Cepisn Ne: LB6077 Po3Mip ynakoBku: 10 wr.
TepMmiH npuaaTHocTi: 04/24 [ata Bunycky: 11 TPA 2021
Nara Bupo6Huuyrea:  06.04.2021
PeecTtpauiitHe nocsinyeHnHs Ne: UA/6568/01/01 BunyuieHa Kinbkicte: 39267 ynakoBok

LinbHuui 3anyyeHi y BUpo6GHUUTBO:

Bupo6Huya ginbHuus Ne niueHsii Ha BUpo6GHULTBO
BupobHuk in bulk Xepmec ApuHaimittens FTM6X, HiMeydnna DE_BY_04 MIA 2020 0012
BupoBHuk ynakosku Xepmec ApuHaiimittens TM6X, HiMmeuuuHa DE_BY_04 MIA 2020 0012
TecTysaHHs npu BUNycky | Xepmec ApuHaiimittens MM6X, Himeuunna DE_BY_04 _MIA 2020 0012
Bunyck cepii Cantotac ®apma [MEX, Bapneben, Himeyunrna | DE ST 01 MIA 2019 008

Lium nigTeepaxyto, wo sulleHaBeaeHa iHbopMaUlisi € [LOCTOBIPHOK Ta TOYHOMK. HaHa cepisa rorosoro
nikapcekoro 3acoby 6yna BUroTosneHa (BKTIOYHO 3 nakyBaHHSIM/MapKyBaHHsM) Ta NPOWLWNa KOHTPOMb
AKOCTI Ha BULLEHABEAEHNX BUPOGHWYMX AiMbHULSX Yy NOBHIA BiANOBIAHOCTI A0 Bumor GMP micuesux
PerynatopHux opraHis Ta 3rigHo 3aTBepaxeHol cneumdikaii PeecTpauiitioro [locke kpaiHu imnopTepa.
MpoTokonu BUPOBHULTBA, NaKyBaHHA Ta aHamiTUYHOrO TecTyBaHHA Oynu nepesipeHi Ta 6yna
BCTaHOBMEHa iX BianosigHicTe GMP.

Cepis BunyleHa Ao peanisauii YNoBHOBaXeHOK 0co06010.
CepTudhikaT AKOCTi [OAAETLCA OKPEMO.

KomeHTapi: /

Dr. Udo Rettkowski
YnoesHoBaxeHa ocoba

IM'A Ta nocaga sBignoBinanLHOT 0cO6U:

Oara: 11 TPA 2021 Nignwue: /nionuc/




Cantorac ®apma 'm6X
Otro-BOH-Ttopike-Anee 1
39179 bapneben / HimeyunHa

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

SALUTAS

CepTtudikat AHanisy

CropiHka 132

Pharma
GmbH

Mpoaykr ALILI® NOHT, TabneTku wunyvi no 600 mr, YKP
no 10 Tabnetok y Ty6i, no 1 Ty6i B kKapToHHO KOPOBUi

Cepisn Ne LB6077

Data TecTyBaHHA 21.04.2021

TecTu: HonycTumi Hopmu: Pesynbraru:

Onuc: 6ini kpyrni TabneTku i3 NNOCKOK NOBEPXHEID, 3 Bignosigae
PUCKO0 Ha OAHIN CTOPOHI

Po3mipu: HAiameTtp: 19,6 — 20,4 Mm 19,9 Mm
Bucota: 4,3 — 4,8 Mm 4,6 mm

3anax: i3 3anaxomM oXxuHu Bignosinae

30BHIlWHIA BUrNAA PO3YMHY: npo3opuit GesKonipHWA PO3YnH, He MICTUTL 4acToK | Bignosifae

3anax po3uuHy: i3 3anaxomM OXuHu Bignosigae

pH po3uuHy: 3,4-47 3,9

(E€ep.®.2.2.3))

CepegHsa maca:

OpaHopigHicTL A030BaHUX
OOMHULL:
PospaxyHkoBo-Barosuit metoq

TBepaicTh:
Po3nagaHHs:

laenTudikadin:
Auetunuucrein
(BEPX/kinbkicHe BU3Hau.)

KinbkicHe BU3HaYeHHSA:
Auetunuucrein
(BEPX)

1950 Mr + 5 % /TabneTka

noBuHeH Bignosigat €sp.®. 2.9.40

30-200N

<5xB

NoBUHEH BianosigaTu

600 mr +5 % /rabneTtka
(570.0 - 630.0 mMr/TabneTka)

1919,00 mr/rabneTka

BignoBinae

82N

<1xB

Bignosigae

590,9 mr/rabneTtka




CropiHka 2 3 2
CantoTac ®apma 'MoX

Otr0-BOH-TOpike-Anee 1 Ph arma
39179 bapnebeH / HimeuduHa G m b H
Ten.; +49(0) 39203710

dake: + 49 (0) 39203 71 7770
Ceptudpikat AHanisy

Mpoaykr ALILU® NNOHT, tabnetku wunydi no 600 mr, YKP
no 10 Tabnetok y Ty6i, no 1 Ty6i B kKapTOHHOMN KopobUi

Cepis Ne LB6077

[ara TecTtyBaHHA 21.04.2021

TecTu: DonycTtumi Hopmu: PesynbTtarmu:

CynyTHi AoMilIKK:

(BEPX)

L-Lnctun <0,5% < MKB

L-Uucrein <0,5% < MKB

N,N'-anauetun-L-umctuH <1,0% < MKB

N,S-anauetun-L-uncrein <0,5% < MKB

OkpeMmi HeBifoMi fOMiLLKN <0,2% < MKB

Cyma fomiluok <2,0% < MKB

MikpoGionoriuHa yucrora:* NoBUHEH Bignosinaty €sp. ®. 5.1.4 He TecTyBanoch

(EBp. ®.2.6.12/2.6.13)

MepeBipka nakyBanLHOro MakyBansHi MaTepiany BignosigaTs BUMOram.

Mmarepiany: XapaKkTepucTuku piBHOMIPHI | po3GipnuBei. Bignosigae

Mpumitku: *BUKOHYETHCSI SIK MiHIMYM OAVH pa3 Ha pik

AxaniTuyHe TecTyBaHHA BUKOHaHO: Xepmec ApuHaiiMiTrens MM6X

3aHaverHs Eeponelicekol ®apmakonei 3amxau nepeabadac NoCUNaHHA Ha il Ailody Bepciio.

Hata Bupo6HuyTaa: 06.04.2021 Dr. Udo Rettkowski

TepmiH npuaaTHOCTI: 04/24  /nidnuc! YnosHoBaxeHa ocoba
[ara sunycky: 11 TPA 2021

lwmamn/




Cantotac ®apma 'm6X
OTtro-BOH-T Iopike-Aree 1
39179 BapnebeH / HimeudunHa

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

NpoaykT:
Cepin Ne:

TepmiH npugarTHocTi:

CepTtudikar BignoBigHoCTi

ALIL® JTOHT, Tabnetku wunyui no 600 wr,
no 10 Tabnerok y Ty6i, no 1 Ty6i B KapTOHHOM KOpoBLi

LB6079
04/24

PeecTpauiitHe nocBiguenns Ne: UA/6568/01/01

Poamip ynakoBku:

Oara Bunycky:

CropiHka 1 3 1

LUTAS 22
GmbH
YKP
10 wr.
11 TPA 2021
Oarta Bupo6Huurea:  12.04.2021
39387 ynakoBok

BunyuieHa KinbkKicTtb:

AinbHuui 3anyyveHi y Bupo6HULUTBO:

BupoGuuua ginbHuus

Ne sniiteH3ii Ha BUpo6HMUTBO

Bupobruk in bulk

Xepwmec ApuHaimittens Tv6X, HimeuuuHa

DE_BY_04_MIA_2020_0012

BupoBHuk ynakoskm

Xepwmec ApuyHaimitTens MmMEX, Himewunna

DE_BY_04_MIA_2020_0012

TecTyBaHHA Npu BUNYCKY

Xepmec ApuyHaimitrens Mu6X, HimeuunHa

DE_BY_04_MIA_2020_0012

Bunyck cepii

Canwrac ®apma MM6X, BapnebeH, HimeuunHa

DE_ST_01_MIA_2019_008

Lium nigTeepaxyto, Wo BUlleHaBedeHa iHopmalis € AOCTOBIpHOK Ta TouHOW. [laHa cepis roToBoro

nikapcekoro 3acoby Gyna BUroToBNeHa (BKMIOYHO 3 nakyBaHHAM/MapKyBaHHAM) Ta NPOMLLNa KOHTPOMb

AKOCTi Ha BULLEHABEAEHVNX BUPOBHUYMX OiNbHULAX y NOBHIA BignosigHocTi 4o Bumor GMP wmicuesux

PerynatopHux opraHis Ta 3rigHo 3aTBepaKeHoi cneuudikalii Peectpauiitioro [locke kpaiHu iMnopTepa.
MpoTokonu BUPOBHULTEA, NaKyBaHHSA Ta aHamiTUMHOrO TecTyBaHHs Oynu nepesipeHi Ta 6yna BcTaHOBNEHa

X BignogigHicTe GMP.

Cepis BunyLeHa fo peanisadii YNoBHOBaxeHo0 0co60o10.
CepTudikaT SKOCTi 4OAAETHCSH OKPEMO.

Komenrapi: /

IM’'A Ta nocafa BignosinanLHOT oco6uU:

Oata: 11 TPA 2021

Dr. Udo Rettkowski
YnoBHoBaXxxeHa ocoba

Mipnwuc: midnuc/
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Cantotac dapma M'vbX
OTro-BOH-[0Opike-Anee 1
39179 bapnebeH / HimeyduHa

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

ALUTAS

CropiHka 132

CepTtudikar AHanisy
Mpoayxr ALILI® JIOHI, TabneTku wunyyi no 600 wr, YKP
no 10 Tabnetok y Ty6i, no 1 Ty6i B KApTOHHOMK KOPOBL
Cepis Ne LB6079
Hata TecTyBaHHs 22.04.2021
Tectu: Honycrumi Hopmu: PesynbraTu:
Onuc: Bini kpyrni TabneTku i3 NNoOcKoo nosepxHeio, 3 Bignoeigae
PUCKOK Ha OAHIM CTOPOHI
Posawmipu: [iameTp: 19,6 — 20,4 mm 20,0 mm
Bucora: 4,3 - 4,8 mm 4,5 mm
3anax: i3 3anaxom OXMHM Bignosinae
SOBHIWHIN BUrNAA PO3YUHY: NPo3opuit Ge3KONIPHUA PO3YNH, HE MICTUTL YaCTOK BignoeBigae
3anax po3uuHy: i3 3anaxom OXuHU BiANOBiAae
pH po3uuHy: 34-47 4.0
(EBp.®. 2.2.3))

CepenHn maca:

OfHOpPIAHICTL fO30BaHMX
OAUHULE:
PospaxyHkoBo-Barosuin metog

TBepgictb:
Posnapauus:

laeHTudikauin:

AueTununcrein
(BEPX/kinbKicHe BuU3Hau.)

KinbkicHe Bu3HaYeHHs:
Auetunumcrein
(BEPX)

1950 mr + 5 % /rabneTka

NoBWHEH Bianosigaty €sp.®. 2.9.40

30-200N

<5 xB

NOBWHEH BignosiaaTu

600 mr + 5 % /Tabnetka
(570.0 - 630.0 mr/tabneTka)

1924,00 mr/irabneTtka

Bignosinae

80N

<1 xB

Bianosinae

597,7 mr/tabneTtka

‘ .
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Cantotac ®apma MveX
OT170-BOH-["tOpiKe-Anee 1
39179 bapnebeH / Himevuura

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

Ceptudikar AHanisy

CropiHka 2 3 2

Mpogyxr ALL® NOHT, tabneTku wunyyi no 600 mr, YKP
no 10 tabnetok y Ty6i, no 1 Ty6i B kKAPTOHHOI KopobL
Cepis Ne LB6079
Hara TectryBaHHA 22.04.2021
TecTu: Honyctumi Hopmu: PesynsrarTu:
CynyTHi pomiwkn;
(BEPX)
L-LincTun <0,5% < MKB
L-Lincrein <0,5% < MKB
N, N'-nuaveTun-L-umeTus <1,0% < MKB
N, S-auavetur-L-umeteiH <0,5% < MKB
OkpeMi HeBiAoMi AOMiLLKN <0,2% < MKB
Cyma pomiluok <2,0% < MKB
MikpoGionoriuna yncrora:* NOBUHEH Bignosinath €sp. ®. 5.1.4 He TecTyBanock
(€Bp. ®. 2.6.12/2.6.13)
Mepesipka nakyBansHoro MakyBanbHi MaTepianu signoeifalTs BUMOram.
marepiany: XapakTepucTuki piBHOMIpHI | poabipnusi. Bignoginae
MpumiTku: *BUKOHYETLCS AK MIHIMYM OWH paa Ha pik
AHaniTU4He TeCTYBaHHA BUKOHAHO: Xepmec ApuHaimitrens MMEX
JaHayeHHa Eeponeicekol dapmakonei 3aBxan nepeabayac nocUNaHKs Ha 1T gitowy Bepcilo.
Hara BupobHuyTea: 12.04.2021 Dr. Udo Rettkowski lwmamn/
TepwmiH npuaaTHoCTi: 04724 /nidnuc/ YnoeHoBaxeHa ocoba

fAata Bunycky: 11 TPA 2021




AEPXJIIKCITY XBA
AEPKABHA CJIYVKFBA 3 JIIKAPCBKI/!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocniext Banepis JlobanoBcskoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Mpo AKICTH BBe3eHOro B YKpaiHy JikapchKoro 3acoby

24.09.2021 Ne 52935/21/10

AII® JIOHT

(ma¥ivenyBauHs TiKapchkoro 3aco6y 3rilHO 3 peecTpanidumm TIOCBiTUEHHAM)
TabuaeTkn munyyi mo 600 Mr; mo 10 Tarerox y Ty6i; mo 1 Ty6i B kapTonmiii KopoOui

(dopma prtycky, nosysanus, Bux NaKyBaHHSI JKapChKOro 3acoby)
Howmep peectpauiiinoro noceigeenns UA/6568/01/01 CTPOK Aii peectpanitinoro noceiguenns 01.01.2099
Cepis mixapcskoro saco6y Ne LB6079 Kinbkicts BBE3eHOr0 nikapeskoro 3aco6y 39387

Bupo6rmx Camotac ®apma 'M6X, Himeuunna

(naliMeHyBanHs BUPOGHYKA TiKAPCHKOro 3aco6y, kpaiHa noxomKeHHs)

BaeseHo B Vpairy ToBapucrBo 3 06Mexenoio BigmoBiTaIbHICTIO "Canpo3 Ykpaina",
inent. kon: 38419586

(nakiMeHyBaHHs Ta KOZ 38 €JIPTIOY 1opumimanoi ocobu abo npi3BuUIe, iM's, 110 GaTLKoBi Gisuynoi
0co6u - niznpuemuy, ii Micne npoxuBanus Ta peecrpariiinuii Homep 06MiKOBOT KAPTKM MNATHIKA
nozarkie a6o cepis Ta Homep IacropTa)

ITpoToxon Bisyansuoro konrposmo six 16.09.2021 N 3230/3.

3a pesynbraTamu ACPKABHOIO KOHTPOJIXO  BCTaHOBJIEHO,

IO JlikapceKuif 3aci6 BBeseHO B Vkpainy 3
i

h SKOCT JTIKAPCHKHX 3aco6is.

Ounexkciit COJIOJIPA

TTAC) (initiamu Ta npizeume)
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SALUTAS &35

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben / Germany

Telefon: +49 (0) 39203 71 0
Telefax: +49 (0) 38203 71 7770

Certificate of Conformity

Product: ACC® LONG, effervescent tablets 600 mg, UA
10 tablets in tube, 1 tube in carton

Batch-No.: LB6081 Packaging size: sale 10

Expiry date: 04/24 Date of release:

Manufacturing Date: 13.04.2021
Marketing Authorisation Number: UA/6568/01/01 Released quantity: 39.117 pieces

Sites involved in Manufacture:

Site Manufacturing Authorisation No,
Manufacturer Hermes Arzneimittel GmbH, Germany DE_BY_04_MIA_2020_0012
Bulk
Manufacturer Hermes Arzneimittel GmbH, Germany DE_BY_04_MIA_2020_0012
Packaging
Release Testing |Hermes Arzneimittel GmbH, Germany DE_BY_04_MIA_2020_0012
Batch Release Salutas Pharma GmbH Barleben, Germany |DE_ST_01_MIA_2019_008

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Market-
ing Authorisation of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

The batch has been released by a Qualified Person.
Separate certificate of analysis attached.

Comments:

-

Name and position of person:

Date: Signature:




Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben / Germany

Telefon: +49 (0) 39203 71 0
Telefax: +49 (0) 39203 71 7770
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SALUTAS 2357

Analysenzertifikat
Certificate of Analysis
Produkt - product ACC® Long, effervescent tablets 600 mg, UA
10 tablets in-tube, 1 tube in carton

Charge - batch number LB6081

Pritfdatum - testing date 22.04.2021

Tests: Norms: Results:
Appearance: white, round tablets with notch, smooth conforms
Dimensions: diameter: 19.6 — 20.4 mm 20.0 mm

height: 4.3 - 4.8 mm 4.6 mm

Smell: of blackberries conforms
Appearance of solution: clear, colourless, no particles conforms
Smell of solution: of blackberries conforms
pH-value of solution: 34-47 4.1

(EP 2.2.3)

Average Mass: 1950.00 mg 5 %/tablet 1924.00 mg/tablet
Uniformity of Dosage Units: must conform EP 2.9.40 conforms

Mass variation

Hardness: 30-200N 79N
Disintegration time: <5 min <1 min
ldentification:

Acetylcysteine must conform conforms
(HPLC/assay)

Assay:

Acetylcysteine 600.0 mg + 5 %/tablet 588.0 mg/tablet
(HPLC) (570.0 - 630.0 mg/tablet)




Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben / Germany

Telefon: +49 (0) 39203 71 0
Telefax: +49 (0) 39203 71 7770
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SALUTAS %53

Analysenzertifikat
Certificate of Analysis
Produkt — product ACC® Long, effervescent tablets 600 mg, UA
10 tablets in tube, 1 tube in carton

Charge - batch number LB6081
Prifdatum - testing date 22.04.2021
Tests: Norms: Results:
Related Substances:
(HPLC)
L-Cystine <05% < LoQ
L-Cysteine =05% < LoQ
N,N™-Diacetyl-L-cystine =1.0% < LoQ
N, S-Diacetyl-L-cysteine <05% < LoQ
Single unknown impurities =02% < LoQ
Total impurities <20% < LoQ
Microbial Limit Test: * must conform EP 5.1.4 not tested
(EP 2.6.12/ 2.6.13)
Material Tests: Packaging material conforms to the require-

ments. Characteristics uniform and legible. | conforms

Remarks:

As 1o the quoted Pharmacoposia it is always referred to its valid form.

Manufacturing Date:
Expiry Date:
Date of release:

13.04.2021
04/24

* performed at least once annually
Analytical Testing by Hermes Arzneimittel GmbH

Salutas Pharma GmbH
Otto-von-Guericke-Aﬂea 1

39179 BARLEBEN




CTopiHka 1 3 1
Cantorac ®apma M6X

Otro-80H-Ttopike-Anee 1 P h arma
39179 BapnebeH / HimeuuuHa G m b H

Ten.: +49 (0) 39203710
®akc: + 49 (0) 38203 71 7770

CepTudikar BignoBigHocTi

- . ALLU® JIOHT, Tabnetku wunyuyi no 600 wmr, YKP
ReHykKr: no 10 Tabnetok y TyGi, no 1 TyGi B KapTOHHOM KOpPOGULi
TepMiH npu.ﬂaTHOCTi: 04’24 naTa B"nycxy: 21 TPA 2021
Hata BupoGHuuTBa: 13.04.2021
PeectpauiitHe nocsigyenHs Ne: UA/6568/01/01 Bunywena kinbkicte: 39117 ynakosok

AinbHuui 3anyveHi y BUpoBHUUTEO:

BupobHuya ginbHUuyA N2 niueH3ii Ha BUpoBGHULTRO
BupobHruk in bulk Xepmec ApuHanmittens MTM6X, HimeuyuuHa DE_BY_04_MIA_2020_0012
BupoBHuk ynakosku Xepmec ApuHainmittrens Mm6X, HimeyuuHa DE_BY_04_MIA_2020_0012
TecTysanHa npu Bunycky | Xepmec ApuyHanmittens [M6X, HiMeuyunna DE_BY_04_MIA_2020_0012
Bunyck cepii Canorac ®apma M'v6X, Gapne6eH, DE_ST_01_MIA_2019_008
HimeyynHa

Linm nigTeepaxyio, WO BULLEHaBeneHa iIHCbopMaLlia € AOCTOBIPHOK Ta TOYHOIO. HaHa cepis rotosoro
nikapcbkoro 3acoby 6Gyna BUroToBrneHa (BKMOYHO 3 nakyBaHHAM/MapKyBaHHsM) Ta Npoiilina KOHTPOnb
SIKOCTi Ha BULLEHaBEAEHUX BUPOBHUYUX AinbHALSX y NoBHiA BignosigHocTi 4o BMMor GMP micLeBux
PerynsitopHux opraHie Ta arigHo 3aTBepaeHoi cneuudikayii PeectpauiiHoro [Jocke KpaiHu imnopTepa.
MpoTokonu BUPOBHUUTBA, NakyBaHHS Ta aHaniTUYHOrO TecTyBaHHA Oynu nepesipeHi Ta 6yna
BCTaHoOBNeHa ix signosigHicTe GMP.

Cepist BUNyLeHa 40 peanizauii YNoBHOBaeH0 0co6010.
CepTudikaT SKOCTi 4OAAETLCA OKPEMO.
KomeHTapi: /

Dr. Udo Rettkowski

IM’a Ta nocaga BiAnoBiganLHoi ocobu:
YnoesHOBaxeHa ocoba

Harta: 21 TPA 2021 Mianuc: /n_{@uc/

.




Cantorac ®apma Miex
Otro-soH-Topike-Anee 1
39179 bapnebeH / Himeu4yunHa

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

SALUTAS

CepTudikar AHani3sy

AUL® JTOHT, TabneTku wwnydi no 600 mr,

no 10 Tabnetok y Ty6i, no 1 Ty6i 8 kKapToHHOI KOpobLUi

Mpopykr
Cepisn Ne LB6081
Hara rectyBaHHA 22.04.2021

CropiHka 132

YKP

TecTun: HonycTtumi Hopmu: Peaynbraru:

Onuc: Bini kpyrni TabneTku i3 nnockoto nosepxHeto, 3 Bignoeinae
PUCKOO Ha OAHIN CTOPOHI

Po3mipu: Hiametp: 19,6 — 20,4 mm 20,0 Mm
Bucota: 4,3 - 4,8 mm 4,6 Mm

3anax: ia 3anaxom oXxuHU Bignosigac

SOBHIWHIW BUrNAA PO3YMHY: Npo3opui 6e3konipHUii PO3YUH, He MICTUTL YacTok Bianoeiaae

3anax po34yuHy: i3 3anaxom OXuHK Bignosigae

pH po3uunHy: 34-47 41

(Esp.®. 2.2.3))

CepegHa maca:

OgHopigHicTs fo30BaHMX
OAMHULL:

PospaxyHkoBo-Barosuii meTtopq

TeeppicTh:
Po3nagaHHsn:

laeHTuddikauina:

AueTunuucreid
(BEPX/kinbkicHe BM3HaY.)

KinbKicHe BU3HavYeHHSA:
AuetTunuucrein
(BEPX)

1950 mMr + 5 % /rabneTka

NOBUWHEH BignosigaTtu Eep.®. 2.9.40

30-200N

=5x8

NOBWHEH BignoBiaaTh

600 Mr + 5 % /rabneTka
(570.0 — 630.0 mrfrabneTka)

1924,00 mritabneTka

Bignoeigae

79 N

<1xB

Bignosinae

588,0 mr/TabneTtka

Pharma
GmbH




CropiHka 2 3 2
Canwrac ®apma M6X

O7ro-BoH-Topike-Anee 1 Pharma
39179 bapnebeH / HimeuquHa G m b H
Ten.: +49(0) 39203710

dakc: + 49 (0) 39203 71 7770

CepTtudikar Ananisy

Mpoaykr AUL® NOHT, Tabnetkn wunyyi no 600 mr, YKP
no 10 TabneTok y Ty6i, no 1 Ty6i B KAPTOHHOM Kopobui

Cepisa Ne LB6081

Hata TecTyBaHHA 22.04.2021

TecTu: HAonycTtumi Hopmu: Pesynerartu:

CynyTHi gomiwku:

(BEPX)

L-Linctun <0,5% < MKB

L-Lucrein <0,5% < MKB

N,N'-gnauetmn-L-uMcTuH <1,0% < MKB

N,S-guauetun-L-umcrein <0,5% <MKB

Oxkpemi HeBigoMi AoMiILLIKK =0,2% < MKB

Cyma pomiluok =2,0% < MKB

Mikpobionoriuna yucrora:* NoOBWHEH BignosigaT €ep. . 5.1.4 He TecTyeanoch

(€Bp. ®. 2.6.12/2.6.13)

MepeBipka nakyBansHoro Makysanbki maTepianu signosigatoTs BUMOram,

marepiany: XapakTepuCTUKW PIBHOMIPHI | po3bipnvei. BignoBsinae

NpumiTku: *BUKOHYETLCA AK MiHIMYM OAWH Pas Ha pik

AHaniTHYHe TeCTYBaHHA BUKOHaHO: Xepmec ApuHaiimitrens MGX

3aHayenHn Eeponelickkol ®apmMakonei saexan nepenbavae nocunauHa Ha i AioMy Bepcik.

Aata supobHuyrea: 13.04.2021 Dr. Udo Rettkowski Jwmamn/
TepmiH npuaatHocTi: 04/24 Inidnuc/ YnosHoBakeHa ocoba
Hata sunycky: 21 TPA 2021




JIEPXUTIIKCITY XXBA
AEPIKABHA CJIYXKBA 3 JIIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKI OBJIACTI

npocnekt Banepis JloGanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOV 37078774

BHUCHOBOK
Npo SIKIiCTH BBE3eHOro B YKpainy Jiikapchkoro 3acoly

29.07.2021 Ne 41035/21/10

AlI® JIOHI"
(HalMeHyBaHHs NiKapchKoro 3acoby 3riaHo 3 peccTpauiinum NOCBiA4YeHHAM)
Tabuaerku mumy«i no 600 mr; mo 10 Ta6aerok y Ty6i; mo 1 TyGi B xapTousili kopodui
(tbhopma BUMyCKY, 103yBaHHS, BUI NAKyBaHHS MiKAPCLKOro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/6568/01/01 crpok aii peecrpauiittoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne LB6081 Kinbkicts BBE3€HOTO JiKapebkoro 3acoby 39117

Bupobruk Camorac ®apma 'm6X, HiMequnna
(HalfiMeHyBaHHA BUpOGHHKa nikapcekoro sacofy, kpaia MOXO/KEHHA)

Bee3seHo B YkpaiHy TosapucrBo 3 06MexkenoI0 BignoBiabLHicTIO "Canpgos Ykpaina",

inent. kon: 38419586
(naiivenyBauns Ta ko 3a EIPTIOY 1opuauuroi 0coby a6o npi3BHLLe, iM's, 110 GaTEKoBI (isH4HOT

0co6u - minnpuemus, i MicLe NPOKMUBAHKESA Ta peecTpaLiHnumii HOMep 061iK0OBOT KapTKH MuaTHHKA
nozxarkie a6o cepis Ta Homep macropta)

IIporokon sisyaneHoro konrpomo Bix 20.07.2021 Ne 2489/2,

3a pesynbTaTaMH  AEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, MO JiKapchkuii 3aci6 BeeseHo B Vipainy 3

AOTPHMAHHAM BHMOT 3aKOHO, 0 3a0€e3neYeHHs AKOCTI TiKapChKHX 3ac06iB.
Y K 5
BT A4 3NN
t\o‘g}?c?fn: _-I.A‘ ,*" / ’\f"'\
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3acTynHuk HavanbHUKA Ciy;
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Ouexciit COJIOIPAM

(iniuianu Ta npiseHLIE)

(nocanoea oco6a oprany }




Canwrac Gapma I'MEX
Orro-soH-opike-Anee 1
39179 BapnebeH / HimeuyyuHa

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

Ceptudbikat AHanisy

Cropikka 23 2

Pharma
GmbH

Mpoaykr . YKP

ALIL® NOHT, TabneTku Wwunyui no 600 mr,

no 10 TaBnetok y Ty6i, no 1 Ty6i B KAPTOHHOR KOPOBLL
Cepis Ne LM8819
Hara TectyBaHHA 09.02.2022
TecTu: donycTumi HopMu: PesyinbraTu:
CynyrHi gomMiwKku:
(BEPX)
L-LinecTrn £0,5% < MKB
L-LucTein <0,5% < MKp
N, N'“smaterun-L-ymerun <1,0% < MKB
N,S-puauetvun-L-umuctein < 0,5% < MKB
Okpeml Hesigomi oMiLLKM <£0,2% < MKB
Cyma noMmittiok <2,0% < MKB
MikpoSGionoriyna umeroraz” nosuHen signosiaartu Cap. ©, 5.1.4 He TeETYBANOCL
(Esp. ®.2.6.12/2.6.13)
MNepesipka nakyBanLHoro Nakysaneri matepiany signosigaioTs BUMoOram,
mareplany: Xapakrepuctikw pisHomipHi | posBipnvsi. slanopinae
Mpumitku: *BUKOHYETLCA 5K MIHIMYM OAMH pas Ha pik

AHanitvyHe TecTyBaHHA BUKOHaHO: Xepmec ApuHaiimitrens M'M6X

3anadernn Eeponeiickkol dapMakonei samiau nepeadavac nocunanHa va i Alouy sepciio.
Hara supoBHuursa: 28.01.2022 Dr. Andreas Keller lwirnamn!
TepMin npuaaTrHoCTi: 12124 Inidnuc/ YnosHosaxaka 0c06a
Hara sunycky: 28 TIHOT 2022

Fedachenko
Tetiapa

Digraky 3igned by { egocnenkn Tasana
DH: wescam, 917 avacis. aaspeoga,
w 3

ana
Rengon: Sandaz Ukano OF on kngarrt
Date 2322.05.26 16,3631 4030




Caniorac ®apma 'mbX
Otro-soH-Topike-Anec 1
39179 Bapneben / HimevuuHa

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

CepTudpikat AHanisy
[Tponyxkr YKP
RORY ALIL® NOH, Ta6netku wwnysi no 600 wr,
no 10 TaGnerok y Ty6i, no 1 Ty6i B KAPTOWHAN KOPOBU
Cepin Ne LM8819
Hara rectyBaHHA 09.02.2022
TecTu: Hdonycrumi HopMu; PesypwtaTn:
Onuc: Gini kpyrni TabreTkn i3 NNOCKOID NOBEPXHER, 3 pinngeinae
PUCKOIO Ha OAHINA CTOPOHI
Poawmipnu: Hiamerp: 19,6 — 20,4 mm 20,1 Mm
Bucora: 4,3 - 4,8 mm 4,5 M
3anax: i3 3anaxom OXuHK BignaBinac
S0BHIMHIV BUINAA PO3YMHY; NPo30pnii Ge3KONIPHAN PO3UUH, HE MICTUTL YacToK | minnosinae
3anax po3ynHy: i3 3aNaX0M OXVIHN Bignosinae
pH posynny: 3447 3,9
(€ep.d.2.2.3))
Cepesina maca: 1950 mr + 8 % /rabnerka 1931 [mr/rabneTtka
OaHopigHICTL KO30BAHNX AOoBWHEH Bianosinatn €ep.®. 2.9.40 BianoBinae
OAUHULL
PoapaxyHkoso-sarosuil metog
Teepaicrn: 30— 200 N 87 N
Poanagaunus; s5xs < 2 Xg
lnenTudikauin:
AuetunuucTein NOBUMHEN BiANOBIRATH Bignopinac
(BEPX/kinbkicHe Buanad,)
KinbkicHe BU3HaYeHHS!
Auetunumerei 800 mr+ 5 % frabrierxa 100,68 %
(BEPX) (570.0 ~ 630.0 mr/TabneTka) (603,6 Mr/rabneTka)

Pharma
GmbH




L1 arr GF3G
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Cropinka 131
Caniorac ®apma MmEX
Otr0-B0H-lt0piKe-Afiee 1 R Pharma
38179 Bapneben / Himeuunna / G m b H
Ten.: +49 (0) 39203 710
bake: +49 (0) 39203 71 7770
Ceptudikar BinnosigHocTi
H - AUU® NOHT, Tabnetku wunydi no 600 mr, YKP
poAyKT: no 10 Tabnetok y TyGi, no 1 1y6i B KapPTOHHOMN KOpPOBUI
Tepwmin npugatHocTi: 12124 NaTa BUNYCKY: 28|/TKOT 2022
[ara Bupo6uuyrea:  28(01.2022
Peecrpauivine nocriguenns Ne: UA/6568/01/01 BunylueHa Kirbkicte; 39947 ynakosok

LinbHnui sanyyexi y BupoSuuyreo:

Bupo6buuya gineunus Ne riiyeHsii Ha gupoBHuuTBO
Bupo6Huk in bulk Xepmec ApuHanmittens ['MEX, Himeuuuna DE_BY_04_MIA 2020 0107
BupoBHuk yrnakosku Xepmec Apurpanmittens MMEX, HiMeuuuHa DE_BY_04_MIAl 2020_0107
Tectysanus npu Bunycky | Xepmec ApLHainmitTens TM6X, HimeuunHa DE_BY_04_MIA| 2020 0107
Bunyek cepil Caniorac dapma 'M6X, BapnebeH, Himeauura DE_8T_01_MIA[ 2019 008

Lnm nigrsepmxkyto, Wo sulleHaBeaeHa iHchopMallis € AOCTOBIPHOI Ta TouHo0, [lana

cepis rotoBoro

rikapckkoro sacofy Gysa BUrOTOBNEHA (BKMIOYHO 3 MaKyBaHHAM/MAaPKYBaAHHSM) Ta NPofLLNa KOHTPONE

SKOCTI HA BULLEHABEASHUX BUPOBHUUMX AiNbHAUSX y NOBHIW BIANOBIAHOCTI 4O BUMOT
PerynatopHnx opraHis Ta arigHo  saTBepmkeHol cneundikauit  Peecrpauiitoro
iMnoprepa. Mpovokonu BUPOBHULTBA, NAKYBAKHA Ta aHAMITUMHOrO TecTyBaHHst Oyrin
Byna seraHosnera ix signosinHicTs GMP,

Cepist BUNylW|eHa no peanisauil YroBHOBaXeHoI0 0co60i0.
CepTudikar sikocTi foAaeTbcs oKpemo.

KomeHTapi: /

Dr. Andreas Keller

M's o ai . s :
I Ta nocana BiANoBiganLHoOI 0cobu YnoBHOBaXeHa 0coba

Harta: 28 /I1OT 2022 Mipnue: /nidnuc/

bro DY L6 I 2.

GMP micuesux
Hocke  Kpaitn
nepesipeni Ta

Cropivka 132

Cherly




AEPKIIKCITY XA |
AEPIKABHA CIIYKBA 3 IKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KNIBCHKIM OBJACT|
TIpOCIeKT Banepi;I.'J'I()Ga'l{()'ECBKm“ﬁ, ST, K, 03110, ren/ace: (044)[363-06-50.
E-mail: dis.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kox €PTIOY 37078774

. BUCHOBOK |
PO SRICT BBESEHOTO B YRpainy JikapesKoro 3agoby

27.05.2022 - e 20381/22/10

(sultvenysanss sixapenkoro 3acoby srigua 3 pﬁ'.cc'rpauim-mmv rocBigUeHHstM)
rabaeTry mony i no 600 mr; o 10 radnerok y Ty0i; o 1 Ty6i B Kap1 QuHIl KopoOd

(thopma BHITYCKY, AO3YBARAL, BHA NIAKYBAHIA JHKAPCHIOToO 3a000y)
Howmep: peecrpauiititoro mocsimuennn UA/6568/01/01 crpox nif peectpauitinoro nocsinueims 01.01.2099
Cepis nikapeskoro-sacoby Ne LIVIS819 Kimskicrs BBeseroro nikapehicaro sacopy 39247

Bupobimk -_Camorac ®apma ['MOX,, Hiveuanmna

(uaiinenysanis BEpOOHIKA JIKapCLKOLO 3acoby, Kpalua foxo/ e s )

Bueseno s Vipatny Tosapucrso 3 obmenenoio Bixnosigansuicrio "Chwiros Yicpaina®;
jnent. kop:. 38419586

(naitmerypanms 't kox 3a €LPIIOY jopurunoi ocobu abo npiznfsee, im's, 10 SareKosi
(iananol ocoGu < nixnpuemu, 1 Micue rpoxuBanmig 1 pecurpaunifumit Hovep oBnikosoi.
XapTRH aTHKe BoRaTkin afo cepis ta HoMep nadnopTa)

Tipororon sBYRABIOFS KoirTposiie sin.27.05.2022 Ne 12059,

3a. PesyNRTATAME  JCPKABHOTO KOHTPOMIO BCrAHOBNCHO, o mKEPCHENI  3aci6 Byesero B Ypalmy 3
AOTPHMAHHSEM BHMOT 3aKOHOHABCTBA LIOAO 3a6e3ney s SKOE sikapcsknX 3ac66in

R ot e ByGapena H.B.
LA KOHIPOR0: 32 3

“obmacri 5 B

LTI (idmmc) (irdufusmy 2 npisbrue)




Caniotac ®apma 'M6X
Otro-BoH-Tlopike-Anee 1
39179 Bapneben / Himeyuura

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

Mpoaykr:
Cepin Ne:

TepMmiH npuaaTHocTi:

PeecTtpauinHe nocsigyeHHa Ne: UA/6568/01/01

Cropinka 1 3 1

SALUTAS &&

CepTtudikar BianosigoHocCTi

ALU® NOHTI, TabneTku wunyyi no 600 mr, YKP
no 10 Tabnerok y Ty6i, no 1 Ty6i 8 kKapTOHHOMK KOpPOOLi
LS8782 Po3mip ynakoBku: 10 wr.

[Nata Bupo6uuurea: 01.02.2022

AinbHuui 3anyyveHi y BUpoO6HULTBO:

BunyweHa kinekicts: 39167 ynakosok

Bupo6Huva ginbHuys

Ne niyeH3ii Ha BUpOoGHULUTBO

Bupo6Huk in bulk

Xepmec ApuHaimittens M6X, HimeuunHa

DE_BY_04_MIA_2020_0107

Bupo6HUK ynakoBku

XepmMec ApuHanmittenb MMEX, HimeuyuuHa

DE_BY_04_MIA_2020_0107

TecTyBaHHA NPU BUMNYCKY

XepmMec ApuHanmittens TM6X, HimeuunHa

DE_BY_04_MIA_2020_0107

Bunyck cepii

CanwTtac ®apma 'm6X, GapnebeH, HimeuuuHa

DE_ST_01_MIA_2019_008

Lium niaTeepaxyto, WO BULLEHaBeAEeHa iHpopmMaLia € [OCTOBIPHOW Ta TO4HOW. [laHa cepia rotosoro
nikapcbkoro 3acoby 6yna surotoBneHa (BKMIOYHO 3 NaKyBaHHAM/MapKyBaHHAM) Ta NPoMLWNa KOHTPONb
AIKOCTI Ha BULLEHaBeOeHNX BUPOBHUYMX AiNbHUUAX Yy NOBHIA BignoBiaHocTi Ao BuMor GMP micuesux
PerynsaTopHux opraHiB Ta 3rigHO 3arBepaxeHoi cneuudikauii PeectpauinHoro [ocbe KpaiHu
iMnopTtepa. MpoTokonu BUPOOHULITBA, NakKyBaHHA Ta aHasiTUYHOro TecTyBaHHA Oynu nepesipeHi Ta
byna BcraHoBneHa ix signosigHicte GMP.

Cepis BunywieHa oo peanisauii YNoBHOBaXeHOK 0c06010.
CepTtuddikaT SKOCTi OAAETLCA OKPEMO.

KomeHTapi: /

Dr. Christian Wollenweber

IM’A Ta nocaga BignosiganLHOI ocobu:

[ata: 02 BEP 2022

YnosHoBaxeHa ocoba

Mianuc: /nionuc/

CropiHka 13 2



Caniotac ®apma 'M6X

CropiHka 2 3 2

OtTo-BOH-TlOpike-Anee 1
SS;:Irg'E)BEgpneGeH / HimewuunHa S A L U TA S PGhrET]]rg]ﬁ

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

Ceptudikar AHanisy

Mpoaykr . YKP
ALU® NTOHr, Tabnetku wunyd4i no 600 mr,
no 10 tabnetok y Ty6i, no 1 Ty6i B kKapTOHHOW KOpOOLi

Cepina Ne . LS8782

[ara recTtyBaHHs 15.02.2022

Tectu: DonyctuMmi Hopmu: PesynbTaTtu:

CynyTHi AoMilwku:

(BEPX)

L-UunectuH <0,5% < MKB

L-UucTein ’ <0,5% < MKB

N,N'-anauetvn-L-umcTuH <1,0% < MKB

N,S-anauetun-L-uucrein <0,5% < MKB

Oxkpemi HeBifOMI AOMILLIKK <0,2% < MKB

CymMa pomiwok <2,0% < MKB

Mikpo6ionoriuHa yucrora:* nosuHeH signosigatn €sp. ®. 5.1.4 He TecTyBanoch

(€Bp. 9. 2.6.12/2.6.13)

MNepeBipka nakyBanbLHOro MakysanbHi MaTepianu BiaNOBIAaTL BUMOram.

Marepiany: . Xapakrepuctuku pisHOMIpHI i po36ipnusi. signosigae

Mpumitku: *BUKOHYETBLCS AIK MiHIMYM OQUH pa3 Ha pik

AHaniTuuHe TeCTyBaHHA BUKOHaHO: Xepmec ApuHanmitrens MM6X

3anaueHHA Eeponeitcbkoi dapmakonei 3axan nependayae NocUNaHHA Ha i ailody 8epeito.

Dara BupobHuuTea: 01.02.2022 Dr. Christian Wollenweber lwmamn/

TepMiH npuaaTHoOCTi: 01/25 /nidnuc/ YnosHoBaxeHa ocoba

Rara sunycky: 02 BEP 2022
Fedochenko &=ttt
Tetiana RS e 0 cn or

&y



Caniwotac dapma [(m6X
OTt10-BOH-TOpiKe-Anee 1
39179 BapnebeH / HimeuuuHa

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

SALUTAS

CepTtudpikat AHanisy
MpoAaykT .
ALL® NOHT, TabneTku wunyyi no 600 mr,
no 10 Tabnetok y Ty6i, no 1 Ty6i B KApPTOHHOI Kopobui
Cepina Ne LS8782
Data TrectyBaHHA 15.02.2022

YKP

Pharma
GmbH

Tectn: DonycTumi HopmMu: Pesynbraru:

Onuc: 6ini kpyrni TabneTky i3 NMIOCKOK NOBEPXHED, 3 signosinae
PUCKOIO Ha OAHI CTOPOHI

Po3wmipu: HiameTp: 19,6 — 20,4 Mmm 20,2 MM
Bucora: 4,3 — 4,8 mm 4,6 MM

3anax: i3 3aNaxoM OXMHU signosinae

30BHIlWHIA BUrNAA PO3YUHY: npo3opuit 6e3KoNipHUIA PO34MH, HE MICTUTL HacToK | Bignosigae

3anax po3uuHy: i3 3aNaxoM OXWUHU signosigae

pH po3uuHy: 34-47 4,0

(€Bp.®. 2.2.3.)

CepegHsa Maca:

OgHopigHicTL 1030BaHUX

OAUHUUb:
PospaxyHkoBo-Barosut Meton

Teepgicrb:
Po3nagaHHA:

lpeHTUdiKaUin:
AueTunuucreiH
(BEPX/kinbkKicHe Bu3Hau.)

KinbkicHe BU3HaveHHs:
AueTtunuucreix
(BEPX)

1950 Mr + 5 % /Tabnetka

nosuHeH Bignosigatu €sp.d. 2.9.40

30-200N

<5xs

NOBMHEH BignosigaTn

600 mMr 1+ 5 % /TabneTka
(570.0 — 630.0 mr/Tabnetka)

1939 mr/rabnertka

signosigae

89N

<2xB

Bignosigae

100,8 %
(604,6 mr/Tabnetka)

12



HEPXKIIIKCITY KBA
AEPKABHA CJHYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

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

BHCHOBOK
Nnpo SIKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody
30.05.2022 Ne 20507/22/10
AlII® JIOHT

(HaliMeHyBaHHA TTiKapCHKOTO 3acoy 3TiTHO 3 peecTpaliliEIIM NOCRITIeHHAM)
TabaeTKH mmAnydi mo 600 Mr; mo 10 Tadaetok y Ty0i; mo 1 Ty6i B kapToHHiH Kopodui

{thopMa BIUNYCKY, JOIYBAMHEA, BIL HAKYBAHEA MiKAPCLKOIO 3aco0y)
Howmep peectpaniitnoro nocsiquenas UA/6568/01/01 crpox aii peectpaniitzore nocsizuenns 01.01.2099
Cepis nikapcekero 3acoby Ne LS8782 KimbxicTs BBe3eHOIC MKapchkoro 3acedy 39167

BupoGHiK Camotac ®apma I'm6X, HiMeuunna

{HaiiMeHYBaHHA BIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

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

(HaltMeHyRaHEA Ta ko4 2a €APIIOV roplimrdHoi ocodIl abo Mpi3einne, iM'd, o HATEKORL
tisirEei ocodIl - NiTOpIeMId, il Miclie MpMKIBAHHA Ta peccTpaltiiianil Homep obmikoBoi
KApTKII IIMATHIIKA TOJATKIR 200 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro kontpomo sig 30.05.2022 Ne 1220/3.

3a pe3yNbTaTAMH JEpKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBe3eHO B VYipaimy 3

JAOTPHMAHHAM BHMOT 338K0HOJABCTBA UICTC 3a0e3NeUeHHS SKOCT] MKAPChKIIX 3ac00is.

% 3y6apesa H. B.

{migmnc) (ininianu Ta npissnuLe)




Caniotac ®apma M'mM6X
Orro-soH-Ttopike-Anee 1
39179 bapnebeH / HimevwuunHa

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

SALUTAS G5t

Ceptudikar AHanisy
MpoAykr YKP
i ALLU® NOHI, Tabnetku wunydi no 600 mr,
no 10 Tabnevok y Ty6i, no 1 Ty6i B kKapTOHHOM KOpOBUi

Cepin Ne LW8132
[lata rectyBaHHsA 20.05.2022
Tecru: Donyctumi HopMuK: PesynbTatu:
Onuc: 6ini kpyrni TabneTku i3 NNOCKOK NMOBEPXHEID, 3 signosigae

PUCKOIO Ha OZHIVW CTOPOHI
Po3amipu: HiameTp: 19,6 — 20,4 mm 20,2 Mm

Bucota: 4,3 — 4,8 Mm 4,5 Mm
3anax: i3 3aNaxoM OXuHU Bignosigae
3O0BHIlWHIA BUrNAA pO34UHY: npo3opuii 6e3koNipHUIA PO3UMH, HE MICTUTL HacTOK | Bianosinae
3anax gosuuﬁy: i3 3anaxom oXuHU Bignosinae
pH po3unHy: 34-47 3.8
(€sp.®. 2.2.3.)

CepepnHa maca:

OgHopigHICTL Ao30BaHUX

OAVNHULb:
Bapiauia mac

Teepgicrs:
Po3nanaHHs:

lgeHTudikayin:
AueTtunuucreiH
(BEPX/kinbkicHe Bu3Hau.)

KinkkicHe BU3HAYEHHA:
AueTunuucreiH
(BEPX)

1950 mr + 5 % /rabnetka
(1852,5 — 2047,5 mr)

noBuHeH Bignosigaty €sp.®. 2.9.40

30-200N

<5xs

NoBUHEH BignNoBIAaTK

95.0 - 105.0 % Big 3aaBNEHOI KiNbKOCTI
(570.0 — 630.0 mMr/TabneTka)

1911 mr/Tabnetka

Bignosigae

65N

<2x8

Bignosigae

98,4 %
(590,3 mr/tabnetka)




CropiHka 2 3 2
Cantotac ®apma MmM6X

Orro-BoH-TOpike-Anee 1
35:-‘7)9582prgg$/ Hien::equﬂa S A L U TAS %hranrgﬁ

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

Ceptudikar AHanisy

Mpoayxr . YKP
ALILI® NIOHF, TabneTku wunydi no 600 mr,

no 10 TabneTtok y Tybi, no 1 Ty6i B kapToHHOW KOpOo6Ui

Cepis Ne LW8132

[ara TectyBaHHA 20.05.2022

Tectu: DonycTumi Hopmu: PesynbTaru:
CynyTHi goMiwku:

(BEPX)

L-LinctuH <0,5% <MKB
L-Llucrein <0,5% < MKB
N,N'-auauetun-L-uncTuH <1,0% < MKB
N,S-gnauetun-L-uucrein <0,5% <MKkB

OkpeMi HeBINOMi AOMILLIKK <0,2% < MKB

Cyma gomiwok <2,0% < MKB
Mikpob6ionoriuHa yucrora:* nosuHeH Bignosigatu €sp. ®. 5.1.4 He TecTyBanoch
(€sp. $. 2.6.12/2.6.13)

Mepesipka nag BanbLHOro MakyBanbHi MaTepiany BiANOBIAaloTL BUMOram.

Marepiany: XapakrepucTuku piBHOMIpHI i poabipnusi. Bignosinae
MpumiTku: *BUKOHYETBHCA AIK MiHIMYM oauH pa3 Ha pik

AHaniTuuHe TecTyBaHHA BUKOHaHO: XepMec ApuHaumitrens MM6X

3aHaueHHs Eeponeiicbkoi dapmMakonei 3aexau nepeadadae nocunaxHs Ha il gitody Bepcito.

Nata supo6HuuTsa: ' 09.05.2022 Doris Barcklow Jwmamn/
TepMiH npuaaTHoOCTI: 04/25 [nidnuc/ YnosHoBaxeHa ocoba
NaTa Bunycky: 23 YEP 2022
Fedochenko steareom o
) ch=Fedochenko Tetana

Te tl ana: B ™ 262101&‘1::52:#30?’0?“




Caniotac ®apma M'mM6X
Otro-8oH-llopike-Anee 1
39179 bapne6eH / Himeuuura

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

Mpoaykr:

Cepin Ne:
TepMiH npuAaTHOCTI:

PeecTtpauinHe nocBigyeHHa Ne: UA/6568/01/01

CropiHka 1 3 1

SALUTAS Gt

Ceprudikar BignoBigHOCTi

ALUL® NOHTI, Tabnetku wunyyi no 600 mr, YKP
no 10 tabnerok y Ty6i, no 1 Ty6i 8 KapTOHHOWU KOpOO6Li
LwW8132 Po3mip ynakoBKu: 10 wr.

[lata supobuuyrea:  09.05.2022

AinbHuui 3anyyveHi y Bupo6HuuTBO:

BunyueHa kinbkicts: 39617 ynakosok

Bupob6Huua ginbHuun

Ne niueH3ii Ha BUpo6HUUTBO

Bupo6Huk in bulk

Xepmec ApuHanmitTens M'm6X, Himewuuna

DE_BY_04_MIA_2020_0107

Bupo6HuK ynakosku

Xepmec ApuHaiiMiTTenb MMEX, HiMeuunHa

DE_BY_04_MIA_2020_0107

TecTyBaHHA Npu BUNYyCKy

Xepmec ApuHanmittens MM6X, Himewunna

DE_BY_04_MIA_2020_0107

Bunyck cepii

Caniotac ®apma N'M6X, Bapne6en, HimeuunHa

DE_ST_01_MIA_2021_006

Uum nigteepmxyto, WO BULLeHaBedeHa iHDOPMaLia € AOCTOBIPHOIO Ta To4HO. [laHa cepis rotosoro
nikapcbkoro 3acoby 6yna BurotosneHa (BKMIOYHO 3 NAKyBaHHAM/MapKyBaHHAM) Ta NPOMLLNEG KOHTPONb
AKOCTi Ha BULLIeHaBegeHUX BUPOBHMUMX OINbHULUAX Y NOBHIW BignosigHocTti Ao Bumor GMP Micuesux
PerynaTopHux opraHiB Ta 3rigHO 3aTBepmkeHoi cneuudikauii PeectpauiiHoro [locbe KpaiHu
iMnopTepa. MpoTokonu BUPOOHUUTBA, NakyBaHHA Ta aHaNITUMHOrO TecTyBaHHA 6ynu nepesipeHi Ta
6yna BcTaHoBreHa ix BignosigHicte GMP.

Cepisa BunylieHa go peanisadii YNoBHOBaxeHo 0co6010.
CepTudikaT SKOCTi A0AAETLCA OKPEMO.

KomeHTapi: /

IM’a Ta nocana BignosiganbLHOI ocobu:

Data: 23 YEP 2022

Doris Barcklow
YnoBHoBaxeHa ocoba

Mignuc: /nidnuc/

CropiHka 13 2



JEPXJIIKCITYKBA
JEPXKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHiBCHKIA OBJIACTI

npocnekt Banepis JloGaHoscekoro, 51, M. Kui, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
NPO AAKICTL BBE3€HOI0 B YKPaiHY JiKapChKOro 3acoly
20.07.2022 Ne 27638/22/10
AI® JIOHT

(HaifMeHyBaHHA JiKapchKOTo 3aco0y 3TiZHO 3 peecTpalifiHiM NOCBIIYEHHAM)
Ta6JeTkd wmny4i mo 600 mr; no 10 Tabaerok y Ty6i; mo 1 1y6i B kapToHHIH KopoOui

(popma BuITycKy, Z03yBaHHA, BH/ TaKyBaHHA JIKapChKOTo 3acoby)
Homep peectpaniitaoro noceinuenas UA/6568/01/01 crpox gii peectpauiitnoro noceiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne LW8132 KinbKicTh BBe3eHOTO Jlikapcbkoro 3acoby 39617

Bupo6HHUK Camorac apma 'mM6X, HiMeuuuna

(HaiiMeHyBaHHS BUPOOHHKA JIIKAPChKOTO 3aco0y, KpaiHa MOXOMKEHH:)

Beeseno B Ykpainy ToBapucTBO 3 00MexeHo0 BixnoBiganbHicTio "Canno3 Ykpaina",
' inent. kon: 38419586

(naiimMeHyBaHHA Ta kox 3a €JIPIIOY ropunuunoi ocobu abo npiseuine, iM'a, Mo 6aTKOBI
¢i3uyHOi 0COGH - MINpPHEMIL, i MiCLle IPOXXHBAHHA Ta peecTpallifiHuil Homep 06MiKoBOT
KapTKH IUIaTHHKA MOAATKIB abo cepis Ta HOMep MacnopTa)

MpoTtokoa Bisyansnoro kontposo Big 20.07.2022 Ne 1731/1.

3a pe3ynbraTaMM JIepXKaBHOTO KOHTPOMIO BCTaHOBJIEHO, IO JKapChbkMH 3aci6 BBe3eHo B YKpaiHy 3

JOTPUMAHHAM BuMor 3aKOHOAABCTBA 1010 3a6e3MeYeHHS IKOCTi TiKapChbKUX 3aCO0iB.

%/ 3y6apesa H. B.

(nigmuc) (iniuians Ta npissnme)
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