00 Papyancninveckuii axvoa M HC
opieeknii aapec:

1106, 1. By aanenn. ya. Kepeerypa. 30-38, Benrpus
Teacdon: (36)-1-803-3554. Teawdaxe: (36)-1-803-5556
dakmueckni anpec:

1165.1. by;uenn. y21. Bexensdiezaun. 1184120,

Bempus

KPHINA aapeca;

1106, M. Byaanew. sy Kepecrypi. 30-38. Viopnuni
Teaedon: (36)-1-803-5554. Tencdarc: (36)-1-803-5556

daxinuna azpeca:

1165, w. Byaanewr, Bya Bekenndenni, 118-120.
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Yropnnisa

Hanmenoeanne npenapara: /

HaiiMenyBanua npenapary:

Cepna Ne: / Cepis Ne:

Homep ananu3a: / Homep ananisy:

Jata anannsa: / lata ananisy:

Homep perncrpausonsoro
cBHaeTeabcTBA: / Homep
PeccTpaLifiHOTO NOCBiLYEHHS:

Cpox aeiicTeus per.
cBuneresbeTBa: / TepmiH nii peecr.

NOCBiAYEHHA:

Cuna aclicTBHR/aKTHBHOCTS: /

Cuna aii/akTHBHICTD:

MoxasaTenn Kayecrsa/
Mokasuuku sxocri

Onucanue npenapata;

.
MonnnnnecTs nelicTyiomero
BewuecTaa: / lacurndikauin airovoi

peyoBIL:
- BYXKNX: /BEPX:

- TCX: / TWIX:

TMenaunnocTE THYAHA AHOKCHAS B
cec1aBe 060104k Ta6neT KK —
(nBevnan peaxumns): /
laentndixania murauy aioxcuny y
ci1aai 060A0HKH 1a671eTKI: -
(x0nbOPORA peaKtin): .
Koauuecrnennee conepmanue

naeficinylomero semecras (BYAX): /

Kinekicnuii BMicT ailouol pesosinin

(BEPX)

UA/0554 2.1
TL—"
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Cepiuduxar kauecrsa / Ceprudikat sxocri Ne 3518/2021/LM

Posynun®, Tabaetkn, nokpbiThie nacHOYHoH 06onoukoil no 20 mr N28

(7x4) .

B 6aucTtepax / Posynin™, Tabnerkn, BKpHTI NNiBkoBOIO 060M10HKOI0 N0 20 MF
N28 (7x4) y 6aictepax

DI102E0121 JlaTa nponssoacrea: / 01.2021

Jlata BupoGHnuTsa:

KGY/2021/645 Tonen no: / Mpunatuuii no: ~ 01.2024,

15.02.2021. Konnuectso npoayxumn 8 12360 kopobok
cepun:/ Kinbkicts npoaykuii
B cepii:

UA/11831/01/03 Homep anuensnu: / .
Homep niuensii: ML Ne HU-M-EGIS

6eccpousoe / Homep cepTudukaTa

6e3scTpokose GMP:/ Homep ceptudikaty OGYE1/3973-6/2019

GMP:

1 Tabnerxca conepxuT: 21,36 MI po3yBacTRTHH LHHKA, 4TO COOTBETCTBYET
posyBactaTina 20 mr/ | Tabnerka micTuts: 21,36 Mr po3yBacTaTiiy UMHKY,
1o Bianosizae posysacTaTiHy 20 Mr

PesyastaTel/
Pesynsrarn

Coorsercrayer/
Bianosiuac
(B)

Cootsercrayer/
Biamosinac

Coorsercrayer/
Bianosiaac

Coorsercrayer/
Bianosinac

Hopmuy/
Hopmu

Beanie wiu  mouTn  Geanle Kpyramie CALIKa ABORKOBLINYKIibie
Ta6neTkH, NOKPLITHIE naeHounoli oboneuxoli, Ges wam nourn Ges
3anaxa:

(A) oam mabnemox cepuil, npoussedexnmx na cmaduu papabomxu
npenapama: ¢ rpanHpeskeii cTuauloBannol Gyxsm E na eanok
eTopoHe Tabnerkn;

(5) odam mabnemox Komuepuecxkux cepuil; ¢ TpABHpeBKoi
crunuzesannoil Gynani E # Homepa 593 na eaneil crepone tabnersu, /
Bini a6o matixe 6ini kpyrai snerxa aroonykni TabneTky, BKpHTI niiBKoBOIO
oGononkoio, 6c3 abo Mmalixe 63 3anaxy:

(A) ong maé. " cepiil, 8upob. X wa cmadil po3pobxu npenapamy: 3
rpasiloBaHiaM cTiLIizosanol nitepu F 1a oanifi croponi Tabnetkn:

(B) 022 maé. Nomepiitinux cepiti: 3 I'paBipyBaHHAM CTHAiz0BaNOT
nitepy E i nomepa 593 na vl croponi Tabnerxu.

»

]

Bpemu ynepxkunauun (lz) OCHOBHOF® NMKR HI XPOMATOrpaMMe
HCHBITYEMOT0  PACTROPA  MOKHO  COOTBETCTBOBATE  BPEMEHM
YacpAURAHKE OCHOBHOTO NHKa Ha XpoMaTerpamme CTRHAapTHOI'®
pacteopa / Yac yTpuMmyBanHR (lk) OCHOBHONO niky ua XpomaTorpasi
BHNPOGOBYBAHOIO PO3YHHY MAC BiANOBIAATH YAC) y TPHMYBAHHS OCHOBHOTO
nika ia XpoMaTorpaMi CTaHAapTHOrO POIIHY

OcHoBHOE NATHO HA XPOMATOIPAMME HCILITYEMOTS PACTBOPA N0 UBETY
# meauynne R; Q0/IAHO COOTEETCTROBATE OCHOBHOMY NATHY Ha
XpoMATOIpaMME  CTAHAZPTHOIO pacTBopa / OcHoHa naxMa Ha
XpoMarorpami BUNpo6OBYBaHOI'0 POl 32 KONLOPOM | BEIHHHHOI Ry Mae
BiANOBINaTH OCHOBHIT UIAMI 112 XPOMATOIPami CTRHARPTHOIO POIUHKY
Usernas peaxkuns a0awus Guire monoxwurTenwnoli (B pervIbTaTe
HCOBLIVANKUE noaydennbiil pacTsop npuobpevaer opanwesmil usev) /
Koanoposa  peakuis  nosunna 6yms  uosutuBHow (B pesymsrati
BHNPOGYBalHA OTPHManKi po3umi HaByBac omapanuesuii konip)

npu esinycxe: X nocnm:/

. NPY GUAYEKY: Hanpuxinyi mepyiny npudamuocmi:

99,0 % 95,0 - 105,0% : 90,0 - 105,0%

19,80 mr/raban. 20,00 Mr £ 5% 20,00 mr -10%/45%
(19,00 - 21,00 mr) (18,00 - 21,00 mr)
polysacraTuna/rabn, noxp.ni. e6ea. / posysacratiny/Tabn. Bkp.mi.
0602,
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AT dapyaneninunnii 32801 FI'IC L , ! ) !
PSR Bapeci - e

1106, M By cancwrn, wya. Kepeerypi, 30-38. Yropuna

* 7 3A0 Gapyvanesinuecsnii 1anoa MTHC
KPHAMICCRNTE aapes

1106, 1. By ancun. ya. Kepecrypn, 30-38. Bewrpus
Teacgonr (36)-1-803-55354. Teaedake: (36)-1-803-5556  Teaeduon. (36)-1-803-3554, Teacdare: (36)-1-803-5556

dakiucernil aapec. hantimg aapeca: -~
165, 1. Byaanenn, y . Bexensgeazn, 118-120, 1165, . Byaancm, sy, Bekenwdwesini, 118-120, &LEGis

Bewrpus Yropmna ) 4

Po:_wmn“‘ TabaeTkH, nOKPLIThIe NeHOuHOIT 060s10uKk0iT no 20 mr N28 (7x4)
B 6anctepax / Posyain®, TabneTki. BKpHTI ntiBKOBOO 060/10HKOI0 no 20 Mi- N28
(7x4) y GaicTepax

Cepusn Ne: / Cepia Ne: D102E0]21]

npu ewinyere; & Konue cpora codnacmu/

npu BUNYCKY: HANPUKIHY] MePMIRY npuoamuocni: -
ne 6oaee 0,5% / ne Ginnwe 0.5% ne Goarer 3,0% / ne Giawwe 3,0%

ne Gonee 0,5% / ue binwie 0,5% ne Go.ree 0,5% /¢ Giavine 0,5%

Mocvopennne npumecn (BIKX): /
Cynposizani Jomimxn (BEPX):

- npuwecs ROS-1: / jomiwka ROS-17 0,1 %
- upnveck ROS-3: / somimka ROS-3:  0,0%

- npnsecs ROS-ImpCHsun,1: / <003% ne Goaee 0,2% / e Ginbiue 0,2% He Go.aee 0,2% / ue Giavue 0.2%
aosimka ROS-ImpCHsun, 1: ’
- upumece ROS-ImpCHsun,2: / <003% He Gonee 0,2% / ne Ginbiue 0,2% e Go.iee 0,2% / He Ginwine 0,2%

aomiwka ROS-ImpClisun.2:
:,moﬁnu APYYaN Npuviecs: { Gy nb-aKa <0,03%
iHILa AoMilKa:
- cymma npumeceii: / cyma aomiwok: 02 % ne 6osee 2,0% / ne Ginbuic 2,0% ne Gonee 4,0% / e Ginbwe 4,0%
(Koauyecmao npuseceil s6ipajyceno & nepecueme na posysacmansin) (npedes saserenus npumeceii:0,03%) /
(Kitbkicmb QOMIMOK QUPANCEHO 8 NEPLPAXYHKY Na POIVEACamun) (Mexa 3aaarenux oosiwox: 0,03%)

ne Gonee 0,2% / ne Giavuie 0,2% se Goaree 0,2% / e Ginstue 0,2%

PactBopesne (nepexon 98 - 103 % e menee 75 % (Q) o1 MomuuaiLHOre KonmuecTsa AcHcrsywomers
AcliCTRYIOWIEr0 BEMECTBA B PACTBOP) X (= 100 % Beutec B2 101410 nepeliTie 8 pacysop 3a 30 sann / ne menue 75 % (Q)
(Y ®-cnexrpodoromerpun): / BiZ HOMIHLILHOT KiJILKOCT] AIKOOT PCHOBHHHM NOBHIHNO HAIXOAKTH B POUKH
Posunienun (nepexin ailowoi peyosmiin . 1a30xs
B po3uii) (Y ®-cnekipodoTomemin)
Cpennnn macca: / Cepenns maca: 31,5 mr 307,5 My £ 5% (292,2 - 322,8 mr)
OjmopoaxocTs Macens: / Coorsercreyer/ Ovenonenite 01 cpe;iieil Maceoi:
Osnopianicts maci: Bianosiaac a0 90% (18/20) Tabnerox — ne Gostee + 5%,
ana 10% (2/20) Tabaetok — ne Gonee £ 10% /
Binxunenns sia cepeiubol Mack:
ans 90% (18/20) tabactok — ne Ginbwe £ 5%.
s 10% (2/20) Tabnetok ~ ne Ginbie + 10%
Teepaocrs (yevoiiuusocTn K 1224 ) ue menee 70 13 / ne menwe 70 H )
prizaBanBauKI0): / Trepnicts ’
(cTifikicTs 10 po3nasniOBaliNg);:
Conepxanue Boast (THIpoBAKNE RO 52% He 6onee 7,0 % / ue Ginvwe 7,0 %
metony K. @uwepa): / Buict soau
(TuTpyBanna MeTonom K. ®imepa):
OakopoanncTe 2031POBAHHLIX AVio=4,0 Cornacuo Esp. ®apm.: AV < 150 (n = 10), ecin ycnoBne ue .
eAMNNU: (01HOPOAHOCTS suinoanserch, 10 AV < 15,0 (n = 30), n a1n 30/30 7261€¢10K NOKPLITHIX
conepwanng) (BIXKX): / nacuounoll oGoneuroil KonuyeciBenHoe coxepaanue ackicinyiomero
OanopianicTL 1030BaHHX OAMKHILM BCLIECTBA A0JLKHO HAXOAUTRCH B HHTepBase 0,75xM —- 1,25xM
(oanopianicTs BMicty) (BEPX): (AV-aonycrumoe sHauenue, M- pexomenayeman seauunna) /
Jriano €8p. ®apm .t AV < 15,0 (n = 10), AKWIO YMOBA He BUKORY(ThCH, TO
AV £ 15,0 (n = 30). i ans 30/30 rabneTok BKPHTHX NAIBKOBOK 060/IOHKOI0
KinbkicHnil BMicT aito4ol pedosunn mac 6y B inTepsani 0,75xM - 1,25xM
(AV-nonycrive maucing, M- pexomeinnonana senuuiia)
Muxpebuonernueexan ynerora:'/
Mixpo6ionoriuta uncrota; !
- o6itee wneno adpolunix Gawvepnit: / < 10/r e Goree 10° 8 1 r npenapata / we Ginvie 10° 8 1 1 npenapary
Jaraiibia KinbkicTs acpobunx Gaxrepil:
- o6uiee uncsio rpuGon: / 3arannua < 100/r ne Gosee 10 B 1 r npenapava / we Ginswe 10? B 1 r npenapary
kinekicTs pubis:
- Escherichia coli: Cootaerctayer / oTcyvernue 8 | r npenapars / iacymi » | r npenapaty
: Bianosinac
Palmep u vwn ynaxenxn: / Poimip i Coorsercrayer/ Mo 7 1a6aievex B 6ancrepe: ne 4 Gnncrepa B Kapronuoit wepebe; ¢
THI1 YIaKOBKH: Bianosinae MapKHpeBKoii Ha yKpanHckom m3sike. / [To 7 Tabnertox y 6aicrepi; no 4
Gaictepa y xapronniii kopo6ili: 3 MAPKYBBHHRM yKPaTHCLKOK) MOBOIO.
“Hcnsmanue nposodsam ne ons xancoois cepuu, chauana Ons nepsoil cepuu 200a, 3amei 0am Kaxcoois 10-i cepuu / “BunpoGyeanns
1POBOOANSL He OnR KONCHOT cepil, cnouamxy ons nepwol cepil paky, nomis 9aa xaxcnol 10-F cepit
2/3 . . ’ . ‘ .
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T 1380 d’vapslanculu'ltrmm anon MNC © 7 3AT ®apsmaueninunnit s2n0a E 1C ’

OPILIMCCRRIT aupec: LU IRUETTHER TN “ :
106, ¢ Byaancun, ya. Kepeerypa, 30-38, Bewpus 1106, m. By anem, wya. Kepeerypi. 30-38. Yropuna

Teaedomw (36)-1-803-5554, Teachake: (36)-1-803-5556  Teaedon: (36)-1-803-5554, Teaedarce: (36)-1-803-5556

daxinieeknii a.pec: thakimuna aapeca: -y

1165, 1. Byaancun, ya. Bexenndeau, 118-120, HO5, M. By nanenn, sy, Bexensde:vii. 118-120, &EGis

Benipus Yropmuna L 4

Po3yaun®, Tabnericn, nokpuiThie NieHouHoi 06010uKoil no 20 mr N28 (7x4)
B 6anctepax / Posynin®, Tabnerku, BkpiTi nnigkoroko obononkoio no 20 mr N2§
(7x4) y Gnictepax

Cepus Ne: / Cepia Ne: D102E0121

Hactonumum # yaoctonepsiio, 4To upwscacunan nuie HHGOPMAUNR HRINETCH 10cToBEpHOil W 104HoH, Iva npoaywuns Gbhuna
NpOHIREICHA (BKIONAR YHAKOBKY/MAPKUPOBKY) U NPOBEACH KONTPOAb €€ KAYCCIBA HA BMILEYHOMSUYTOM YUACIKE B HOJHOM
coorheTcTBuM ¢ TpeGoBanunvn GMP, yCTANORICHHBIMI MECTHLIM PEIYIATOPHLIM OPIAHOM, & TAKAC COIIACHO cReundHKaINiL,
conepaawelicn u perncipaunonnon ascue. [1po10K0161 HPONIBOACTBR, YNAKOBKH 1) AHAAH30R GLUIM NEpecMOTPEHL) il YCTANOBIEHD
conaneverhue GMP / liw 5 sacsiauyio. o Hancacna e indopmauin ¢ Rocrosipiowo i Tounolo. 1o npogyknito 6yno surotosncio
(BKJIOU AN YNAKOBKY/MAPKYRAHHA) | HPORCAEHO KOHTPOIK 1T sKoCTi Ha RuMiCIrananili i:muui B noBRill Bianosi;mocti 3 sumoravn GMP,
BLTAHORTIEHIMI MiCUCRUM DEFYIATOPHIAM 0PI QI0M. 2 TAKOX BI:NIOBIANO 40 cicindikauil. o MicTinibes B percTpaniiinomy socke. Hipotokoam
BUPOGINNIITRA. YNAKOBKH Ta aHAAIFIB GY.10 NEPersIANYTO § BCIaHoBNERO BiAMOBLMICTS GMP

Jara 6 /5 ' | A-p Jlaiom Képreekieimmu
Eyaaneurs 0 Z /éﬁ’ L / ; : . Ksanuduuuposannoe nauo
Keanidixosana ocoba
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AEPXJIIKCITYXXBA
- JEPKABHA CJIYKBA 3 JIIKAPCLKI@X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCBKIN OBJIACTI

npocriekr Banepis Jlo6anoseskoro, 51, m. Kuis, 031 10, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@d]s.gov.ua,https://mvw.dls.gov.ua, Kop €IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBe3eHOro B YKpainy JiKapchKoro 3ac00y

10.08.2021 Ne 43421/21/10

PO3YJII®

(waliMenyBaHHs NiKapCLKOTO 3ac00Y 3riaHO 3 peectpauiftanM nocsinuenssM)
Ta0/1eTKH, BKPHTI ILTIBKOBOIO 06010HK010, 110 20 Mr; 1o 7 Tabierok y Guicrepi; no 4 Giicrepn
Y KapTOHHIl Kopobui

(hopma BuTIyCKy, 103YBAHHS, BU IAKYBAHHS JTIKAPCEKOTG 3ac06y)
Howmep peectpauiitroro nocizsenns UA/11831/01/03 crpox rii peecrpauiitioro mocsimenns 01.01 .2099
Cepis nikapeskoro 3aco6y Ne D102E0121 Kinpkicts BBeseHoro nikapenkoro 3aco6y 1680

Bupo6rux 3AT @apmanesruunwnit 3asog ET'IC, Yropmuna
(nalivenyBaHHs BUPOGHHKA JiKAPCHEOro 3acoby, xpalHa HOXOKeHHs)

BreseHo B Ykpainy CriibHe yKpaiHChKO-eCTOHChKE nignpuemMcTBo y hopmi ToBapucTBa

3 00MEKEHOI0 BiANOBiZaIbLHICTIO "Onrima-®apm, JIT", igent. kox:
21642228
(naltmMenysanus ta xox 3a €IPTIOY opuisirOT 0cobu abo npissume, iM's, no Garekosi (ismanol

ocodu - mianpuemiy, i Micie npoKUBAHAL TA peectpaniiinuii HoMep 06iKOBOT KAPTKK IUIATHHKA
noxarkis abo cepis Ta Homep macmopra)

IIporoxoa BisyanbHoro kourpomo six 02.08.2021 Ne 2626/13.

3a pesynbTaTaMu  JepXaBHOTO KOHTPOJIO  BCTAHOBJIEHO, [0 JIKapchKHM 3aci6 BBE3EeHO B Vkpainy 3

AOTPHMAHHAM BUMOT 32KOHO/IABCTBA MO0 3a6€3MeUeHHS OCTI JiIKapChKHX 3ac06iB.
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00 Papyancninveckuii axvoa M HC
opieeknii aapec:

1106, 1. By aanenn. ya. Kepeerypa. 30-38, Benrpus
Teacdon: (36)-1-803-3554. Teawdaxe: (36)-1-803-5556
dakmueckni anpec:

1165.1. by;uenn. y21. Bexensdiezaun. 1184120,

Bempus

KPHINA aapeca;

1106, M. Byaanew. sy Kepecrypi. 30-38. Viopnuni
Teaedon: (36)-1-803-5554. Tencdarc: (36)-1-803-5556

daxinuna azpeca:

1165, w. Byaanewr, Bya Bekenndenni, 118-120.
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Yropnnisa

Hanmenoeanne npenapara: /

HaiiMenyBanua npenapary:

Cepna Ne: / Cepis Ne:

Homep ananu3a: / Homep ananisy:

Jata anannsa: / lata ananisy:

Homep perncrpausonsoro
cBHaeTeabcTBA: / Homep
PeccTpaLifiHOTO NOCBiLYEHHS:

Cpox aeiicTeus per.
cBuneresbeTBa: / TepmiH nii peecr.

NOCBiAYEHHA:

Cuna aclicTBHR/aKTHBHOCTS: /

Cuna aii/akTHBHICTD:

MoxasaTenn Kayecrsa/
Mokasuuku sxocri

Onucanue npenapata;

.
MonnnnnecTs nelicTyiomero
BewuecTaa: / lacurndikauin airovoi

peyoBIL:
- BYXKNX: /BEPX:

- TCX: / TWIX:

TMenaunnocTE THYAHA AHOKCHAS B
cec1aBe 060104k Ta6neT KK —
(nBevnan peaxumns): /
laentndixania murauy aioxcuny y
ci1aai 060A0HKH 1a671eTKI: -
(x0nbOPORA peaKtin): .
Koauuecrnennee conepmanue

naeficinylomero semecras (BYAX): /

Kinekicnuii BMicT ailouol pesosinin

(BEPX)

UA/0554 2.1
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Cepiuduxar kauecrsa / Ceprudikat sxocri Ne 3518/2021/LM

Posynun®, Tabaetkn, nokpbiThie nacHOYHoH 06onoukoil no 20 mr N28

(7x4) .

B 6aucTtepax / Posynin™, Tabnerkn, BKpHTI NNiBkoBOIO 060M10HKOI0 N0 20 MF
N28 (7x4) y 6aictepax

DI102E0121 JlaTa nponssoacrea: / 01.2021

Jlata BupoGHnuTsa:

KGY/2021/645 Tonen no: / Mpunatuuii no: ~ 01.2024,

15.02.2021. Konnuectso npoayxumn 8 12360 kopobok
cepun:/ Kinbkicts npoaykuii
B cepii:

UA/11831/01/03 Homep anuensnu: / .
Homep niuensii: ML Ne HU-M-EGIS

6eccpousoe / Homep cepTudukaTa

6e3scTpokose GMP:/ Homep ceptudikaty OGYE1/3973-6/2019

GMP:

1 Tabnerxca conepxuT: 21,36 MI po3yBacTRTHH LHHKA, 4TO COOTBETCTBYET
posyBactaTina 20 mr/ | Tabnerka micTuts: 21,36 Mr po3yBacTaTiiy UMHKY,
1o Bianosizae posysacTaTiHy 20 Mr

PesyastaTel/
Pesynsrarn

Coorsercrayer/
Bianosiuac
(B)

Cootsercrayer/
Biamosinac

Coorsercrayer/
Bianosiaac

Coorsercrayer/
Bianosinac

Hopmuy/
Hopmu

Beanie wiu  mouTn  Geanle Kpyramie CALIKa ABORKOBLINYKIibie
Ta6neTkH, NOKPLITHIE naeHounoli oboneuxoli, Ges wam nourn Ges
3anaxa:

(A) oam mabnemox cepuil, npoussedexnmx na cmaduu papabomxu
npenapama: ¢ rpanHpeskeii cTuauloBannol Gyxsm E na eanok
eTopoHe Tabnerkn;

(5) odam mabnemox Komuepuecxkux cepuil; ¢ TpABHpeBKoi
crunuzesannoil Gynani E # Homepa 593 na eaneil crepone tabnersu, /
Bini a6o matixe 6ini kpyrai snerxa aroonykni TabneTky, BKpHTI niiBKoBOIO
oGononkoio, 6c3 abo Mmalixe 63 3anaxy:

(A) ong maé. " cepiil, 8upob. X wa cmadil po3pobxu npenapamy: 3
rpasiloBaHiaM cTiLIizosanol nitepu F 1a oanifi croponi Tabnetkn:

(B) 022 maé. Nomepiitinux cepiti: 3 I'paBipyBaHHAM CTHAiz0BaNOT
nitepy E i nomepa 593 na vl croponi Tabnerxu.

»

]

Bpemu ynepxkunauun (lz) OCHOBHOF® NMKR HI XPOMATOrpaMMe
HCHBITYEMOT0  PACTROPA  MOKHO  COOTBETCTBOBATE  BPEMEHM
YacpAURAHKE OCHOBHOTO NHKa Ha XpoMaTerpamme CTRHAapTHOI'®
pacteopa / Yac yTpuMmyBanHR (lk) OCHOBHONO niky ua XpomaTorpasi
BHNPOGOBYBAHOIO PO3YHHY MAC BiANOBIAATH YAC) y TPHMYBAHHS OCHOBHOTO
nika ia XpoMaTorpaMi CTaHAapTHOrO POIIHY

OcHoBHOE NATHO HA XPOMATOIPAMME HCILITYEMOTS PACTBOPA N0 UBETY
# meauynne R; Q0/IAHO COOTEETCTROBATE OCHOBHOMY NATHY Ha
XpoMATOIpaMME  CTAHAZPTHOIO pacTBopa / OcHoHa naxMa Ha
XpoMarorpami BUNpo6OBYBaHOI'0 POl 32 KONLOPOM | BEIHHHHOI Ry Mae
BiANOBINaTH OCHOBHIT UIAMI 112 XPOMATOIPami CTRHARPTHOIO POIUHKY
Usernas peaxkuns a0awus Guire monoxwurTenwnoli (B pervIbTaTe
HCOBLIVANKUE noaydennbiil pacTsop npuobpevaer opanwesmil usev) /
Koanoposa  peakuis  nosunna 6yms  uosutuBHow (B pesymsrati
BHNPOGYBalHA OTPHManKi po3umi HaByBac omapanuesuii konip)

npu esinycxe: X nocnm:/

. NPY GUAYEKY: Hanpuxinyi mepyiny npudamuocmi:

99,0 % 95,0 - 105,0% : 90,0 - 105,0%

19,80 mr/raban. 20,00 Mr £ 5% 20,00 mr -10%/45%
(19,00 - 21,00 mr) (18,00 - 21,00 mr)
polysacraTuna/rabn, noxp.ni. e6ea. / posysacratiny/Tabn. Bkp.mi.
0602,
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AT dapyaneninunnii 32801 FI'IC L , ! ) !
PSR Bapeci - e

1106, M By cancwrn, wya. Kepeerypi, 30-38. Yropuna

* 7 3A0 Gapyvanesinuecsnii 1anoa MTHC
KPHAMICCRNTE aapes

1106, 1. By ancun. ya. Kepecrypn, 30-38. Bewrpus
Teacgonr (36)-1-803-55354. Teaedake: (36)-1-803-5556  Teaeduon. (36)-1-803-3554, Teacdare: (36)-1-803-5556

dakiucernil aapec. hantimg aapeca: -~
165, 1. Byaanenn, y . Bexensgeazn, 118-120, 1165, . Byaancm, sy, Bekenwdwesini, 118-120, &LEGis

Bewrpus Yropmna ) 4

Po:_wmn“‘ TabaeTkH, nOKPLIThIe NeHOuHOIT 060s10uKk0iT no 20 mr N28 (7x4)
B 6anctepax / Posyain®, TabneTki. BKpHTI ntiBKOBOO 060/10HKOI0 no 20 Mi- N28
(7x4) y GaicTepax

Cepusn Ne: / Cepia Ne: D102E0]21]

npu ewinyere; & Konue cpora codnacmu/

npu BUNYCKY: HANPUKIHY] MePMIRY npuoamuocni: -
ne 6oaee 0,5% / ne Ginnwe 0.5% ne Goarer 3,0% / ne Giawwe 3,0%

ne Gonee 0,5% / ue binwie 0,5% ne Go.ree 0,5% /¢ Giavine 0,5%

Mocvopennne npumecn (BIKX): /
Cynposizani Jomimxn (BEPX):

- npuwecs ROS-1: / jomiwka ROS-17 0,1 %
- upnveck ROS-3: / somimka ROS-3:  0,0%

- npnsecs ROS-ImpCHsun,1: / <003% ne Goaee 0,2% / e Ginbiue 0,2% He Go.aee 0,2% / ue Giavue 0.2%
aosimka ROS-ImpCHsun, 1: ’
- upumece ROS-ImpCHsun,2: / <003% He Gonee 0,2% / ne Ginbiue 0,2% e Go.iee 0,2% / He Ginwine 0,2%

aomiwka ROS-ImpClisun.2:
:,moﬁnu APYYaN Npuviecs: { Gy nb-aKa <0,03%
iHILa AoMilKa:
- cymma npumeceii: / cyma aomiwok: 02 % ne 6osee 2,0% / ne Ginbuic 2,0% ne Gonee 4,0% / e Ginbwe 4,0%
(Koauyecmao npuseceil s6ipajyceno & nepecueme na posysacmansin) (npedes saserenus npumeceii:0,03%) /
(Kitbkicmb QOMIMOK QUPANCEHO 8 NEPLPAXYHKY Na POIVEACamun) (Mexa 3aaarenux oosiwox: 0,03%)

ne Gonee 0,2% / ne Giavuie 0,2% se Goaree 0,2% / e Ginstue 0,2%

PactBopesne (nepexon 98 - 103 % e menee 75 % (Q) o1 MomuuaiLHOre KonmuecTsa AcHcrsywomers
AcliCTRYIOWIEr0 BEMECTBA B PACTBOP) X (= 100 % Beutec B2 101410 nepeliTie 8 pacysop 3a 30 sann / ne menue 75 % (Q)
(Y ®-cnexrpodoromerpun): / BiZ HOMIHLILHOT KiJILKOCT] AIKOOT PCHOBHHHM NOBHIHNO HAIXOAKTH B POUKH
Posunienun (nepexin ailowoi peyosmiin . 1a30xs
B po3uii) (Y ®-cnekipodoTomemin)
Cpennnn macca: / Cepenns maca: 31,5 mr 307,5 My £ 5% (292,2 - 322,8 mr)
OjmopoaxocTs Macens: / Coorsercreyer/ Ovenonenite 01 cpe;iieil Maceoi:
Osnopianicts maci: Bianosiaac a0 90% (18/20) Tabnerox — ne Gostee + 5%,
ana 10% (2/20) Tabaetok — ne Gonee £ 10% /
Binxunenns sia cepeiubol Mack:
ans 90% (18/20) tabactok — ne Ginbwe £ 5%.
s 10% (2/20) Tabnetok ~ ne Ginbie + 10%
Teepaocrs (yevoiiuusocTn K 1224 ) ue menee 70 13 / ne menwe 70 H )
prizaBanBauKI0): / Trepnicts ’
(cTifikicTs 10 po3nasniOBaliNg);:
Conepxanue Boast (THIpoBAKNE RO 52% He 6onee 7,0 % / ue Ginvwe 7,0 %
metony K. @uwepa): / Buict soau
(TuTpyBanna MeTonom K. ®imepa):
OakopoanncTe 2031POBAHHLIX AVio=4,0 Cornacuo Esp. ®apm.: AV < 150 (n = 10), ecin ycnoBne ue .
eAMNNU: (01HOPOAHOCTS suinoanserch, 10 AV < 15,0 (n = 30), n a1n 30/30 7261€¢10K NOKPLITHIX
conepwanng) (BIXKX): / nacuounoll oGoneuroil KonuyeciBenHoe coxepaanue ackicinyiomero
OanopianicTL 1030BaHHX OAMKHILM BCLIECTBA A0JLKHO HAXOAUTRCH B HHTepBase 0,75xM —- 1,25xM
(oanopianicTs BMicty) (BEPX): (AV-aonycrumoe sHauenue, M- pexomenayeman seauunna) /
Jriano €8p. ®apm .t AV < 15,0 (n = 10), AKWIO YMOBA He BUKORY(ThCH, TO
AV £ 15,0 (n = 30). i ans 30/30 rabneTok BKPHTHX NAIBKOBOK 060/IOHKOI0
KinbkicHnil BMicT aito4ol pedosunn mac 6y B inTepsani 0,75xM - 1,25xM
(AV-nonycrive maucing, M- pexomeinnonana senuuiia)
Muxpebuonernueexan ynerora:'/
Mixpo6ionoriuta uncrota; !
- o6itee wneno adpolunix Gawvepnit: / < 10/r e Goree 10° 8 1 r npenapata / we Ginvie 10° 8 1 1 npenapary
Jaraiibia KinbkicTs acpobunx Gaxrepil:
- o6uiee uncsio rpuGon: / 3arannua < 100/r ne Gosee 10 B 1 r npenapava / we Ginswe 10? B 1 r npenapary
kinekicTs pubis:
- Escherichia coli: Cootaerctayer / oTcyvernue 8 | r npenapars / iacymi » | r npenapaty
: Bianosinac
Palmep u vwn ynaxenxn: / Poimip i Coorsercrayer/ Mo 7 1a6aievex B 6ancrepe: ne 4 Gnncrepa B Kapronuoit wepebe; ¢
THI1 YIaKOBKH: Bianosinae MapKHpeBKoii Ha yKpanHckom m3sike. / [To 7 Tabnertox y 6aicrepi; no 4
Gaictepa y xapronniii kopo6ili: 3 MAPKYBBHHRM yKPaTHCLKOK) MOBOIO.
“Hcnsmanue nposodsam ne ons xancoois cepuu, chauana Ons nepsoil cepuu 200a, 3amei 0am Kaxcoois 10-i cepuu / “BunpoGyeanns
1POBOOANSL He OnR KONCHOT cepil, cnouamxy ons nepwol cepil paky, nomis 9aa xaxcnol 10-F cepit
2/3 . . ’ . ‘ .
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T 1380 d’vapslanculu'ltrmm anon MNC © 7 3AT ®apsmaueninunnit s2n0a E 1C ’

OPILIMCCRRIT aupec: LU IRUETTHER TN “ :
106, ¢ Byaancun, ya. Kepeerypa, 30-38, Bewpus 1106, m. By anem, wya. Kepeerypi. 30-38. Yropuna

Teaedomw (36)-1-803-5554, Teachake: (36)-1-803-5556  Teaedon: (36)-1-803-5554, Teaedarce: (36)-1-803-5556

daxinieeknii a.pec: thakimuna aapeca: -y

1165, 1. Byaancun, ya. Bexenndeau, 118-120, HO5, M. By nanenn, sy, Bexensde:vii. 118-120, &EGis

Benipus Yropmuna L 4

Po3yaun®, Tabnericn, nokpuiThie NieHouHoi 06010uKoil no 20 mr N28 (7x4)
B 6anctepax / Posynin®, Tabnerku, BkpiTi nnigkoroko obononkoio no 20 mr N2§
(7x4) y Gnictepax

Cepus Ne: / Cepia Ne: D102E0121

Hactonumum # yaoctonepsiio, 4To upwscacunan nuie HHGOPMAUNR HRINETCH 10cToBEpHOil W 104HoH, Iva npoaywuns Gbhuna
NpOHIREICHA (BKIONAR YHAKOBKY/MAPKUPOBKY) U NPOBEACH KONTPOAb €€ KAYCCIBA HA BMILEYHOMSUYTOM YUACIKE B HOJHOM
coorheTcTBuM ¢ TpeGoBanunvn GMP, yCTANORICHHBIMI MECTHLIM PEIYIATOPHLIM OPIAHOM, & TAKAC COIIACHO cReundHKaINiL,
conepaawelicn u perncipaunonnon ascue. [1po10K0161 HPONIBOACTBR, YNAKOBKH 1) AHAAH30R GLUIM NEpecMOTPEHL) il YCTANOBIEHD
conaneverhue GMP / liw 5 sacsiauyio. o Hancacna e indopmauin ¢ Rocrosipiowo i Tounolo. 1o npogyknito 6yno surotosncio
(BKJIOU AN YNAKOBKY/MAPKYRAHHA) | HPORCAEHO KOHTPOIK 1T sKoCTi Ha RuMiCIrananili i:muui B noBRill Bianosi;mocti 3 sumoravn GMP,
BLTAHORTIEHIMI MiCUCRUM DEFYIATOPHIAM 0PI QI0M. 2 TAKOX BI:NIOBIANO 40 cicindikauil. o MicTinibes B percTpaniiinomy socke. Hipotokoam
BUPOGINNIITRA. YNAKOBKH Ta aHAAIFIB GY.10 NEPersIANYTO § BCIaHoBNERO BiAMOBLMICTS GMP

Jara 6 /5 ' | A-p Jlaiom Képreekieimmu
Eyaaneurs 0 Z /éﬁ’ L / ; : . Ksanuduuuposannoe nauo
Keanidixosana ocoba

i;b-(h; ‘aueeTHYecKn# Iusoa ITHC- AN
svaaneist - Benrpus « EGIS
~allr

UA0S54_2 | S : : ‘ o 5
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AEPXJIIKCITYXXBA
- JEPKABHA CJIYKBA 3 JIIKAPCLKI@X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCBKIN OBJIACTI

npocriekr Banepis Jlo6anoseskoro, 51, m. Kuis, 031 10, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@d]s.gov.ua,https://mvw.dls.gov.ua, Kop €IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBe3eHOro B YKpainy JiKapchKoro 3ac00y

10.08.2021 Ne 43421/21/10

PO3YJII®

(waliMenyBaHHs NiKapCLKOTO 3ac00Y 3riaHO 3 peectpauiftanM nocsinuenssM)
Ta0/1eTKH, BKPHTI ILTIBKOBOIO 06010HK010, 110 20 Mr; 1o 7 Tabierok y Guicrepi; no 4 Giicrepn
Y KapTOHHIl Kopobui

(hopma BuTIyCKy, 103YBAHHS, BU IAKYBAHHS JTIKAPCEKOTG 3ac06y)
Howmep peectpauiitroro nocizsenns UA/11831/01/03 crpox rii peecrpauiitioro mocsimenns 01.01 .2099
Cepis nikapeskoro 3aco6y Ne D102E0121 Kinpkicts BBeseHoro nikapenkoro 3aco6y 1680

Bupo6rux 3AT @apmanesruunwnit 3asog ET'IC, Yropmuna
(nalivenyBaHHs BUPOGHHKA JiKAPCHEOro 3acoby, xpalHa HOXOKeHHs)

BreseHo B Ykpainy CriibHe yKpaiHChKO-eCTOHChKE nignpuemMcTBo y hopmi ToBapucTBa

3 00MEKEHOI0 BiANOBiZaIbLHICTIO "Onrima-®apm, JIT", igent. kox:
21642228
(naltmMenysanus ta xox 3a €IPTIOY opuisirOT 0cobu abo npissume, iM's, no Garekosi (ismanol

ocodu - mianpuemiy, i Micie npoKUBAHAL TA peectpaniiinuii HoMep 06iKOBOT KAPTKK IUIATHHKA
noxarkis abo cepis Ta Homep macmopra)

IIporoxoa BisyanbHoro kourpomo six 02.08.2021 Ne 2626/13.

3a pesynbTaTaMu  JepXaBHOTO KOHTPOJIO  BCTAHOBJIEHO, [0 JIKapchKHM 3aci6 BBE3EeHO B Vkpainy 3

AOTPHMAHHAM BUMOT 32KOHO/IABCTBA MO0 3a6€3MeUeHHS OCTI JiIKapChKHX 3ac06iB.
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JAEPXIIKCIIYXXBA
JAEP)KABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIU OBJIACTI

npocnekt Banepis JloGaHoscskoro, 51, M. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon C€HPITOY 37078774

BUCHOBOK
Mpo SIKiCTH BBE3€HOT0 B Y KpaiHy Jikapchbkoro 3acofy

23.03.2021 » Ne 12324/21/10

PO3YJIHI®

(HaliMenyBanHs nikapchkoro 3acoby 3rinno 3 peectpauiiHum TOCBiAYEHHAM)
Ta0J1eTKM, BKPHTI ILTIBKOBOI0 060JI6HKO0K, 110 20 Mr; mo 7 TabJ1eToK y Outicrepi; mo 4 Gaicrepu
YV KapToHHili kopooui

(opma Bunycky, 103yBaHHS, BUA NIAKYBAHHS JKAPCHKOTO 3aco0y)
Howmep peecrpauiittoro nocsinuenns UA/11831/01/03 crpox ii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne G8291.1020 Kinekicts BBe3€HOTO sTiKapcbkoro 3acoby 3720

BupoGuuk 3AT ®apmanesruunuii 3asoa ET'IC, Yropmuna

(naliMenyBanHs BUpOGHMKA Nlikapcbkoro 3acoby, Kpaiia MOXOMKCHHS)
Baeseno B Yipainy CuinbHe ykpaiHCchK0-eCTOHCHKe MIANPHEMCTBO Y ¢dopmi ToBapucTBa
3 o0me:xxeHo10 BinnosinansmicTIo "OnriMa-Dapm, JTI", ixenr. xon:
21642228
(nalimenysanus Ta ko 3a CJIPIIOY iopuauunoi 0cobu abo Tpi3BHLIE, iM'sL, N0 6aTskoBi hizHuHOT

0co6u - mianpueML, Ti Miciie NpokUBaHHS Ta peecTpauiiinuii HOMEp 06/1iKOBOT KAPTKH NIATHHKA
nozarkis abo cepis Ta Homep macropra)

Mporoxon Bisyansbuoro xourpomo Bin 17.03.2021 Ne 0754/28.

3a  pesynbTaTaMu JECPKABHOrO KOHTPOJIIO BCTAHOBJICHO, 10 Jikapchkuii 3aci6 BBe3eHo B Ykpainy 3

AOTPHMAHHSAM BHMOTr 3aKOHOHABCTBA M0N0 3a6e3MeUe g AKOCTI NikapchLKHUX 3aco6is.
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HHEPEKJIA/T

3AT ®apmauesTuyunuii 3asog EI'IC

IOPUANYHA a/ipeca:

1106, M. Bynanewrt, Byn. Kepectypi, 30-38, Yropumna
Tenedon:(36)-1-803-5554, Tenedaxc: (36)-1-803-5556
taxTuyHa agpeca:

1165, M. Bynanewr, Byn. bexensdennai, 118-120, Yropmuna

CepTugikar akocti Ne 566/2021./Smaza

Ha3sa npoaykry:

Cepisi/Kontpoan Ne: G8291.1020
Homep ananizy: KGY/2020/7055
Jlata ananisy: 17.11.2020.
Homep peecTpaniiiHoro nocBinuenns: UA/11831/01/03
Tepmin aii peect. nocBinuenns ao: 6e3cTpoKoBHH

ML Ne HU-M-EGI1S
1 Tabaerka MicTHTb: 21

Homep ninensii:
Cuna xii/akTHBHICTB:

Ilokaznuku akocmi:

Po3yain®, TabseTkn, BKPHTI N1iBKOBOI0 000/10HK0I0 0 20 Mr N28 (7x4) y Gaicrepax

JlaTa BHpoOHHLTBA: 10.2020.
MpupaTnuii po: 10.2023.
KinbkicTh npoaykuii B cepii: 11013 xopobox

GMP Ne OGYEL/3973-6/2019
,36 MI' po3yBacTATHH WHHKY, 110 BiANOBixac pozyBacTaTuny 20 mr

Ompumani pezynomamu: Hopmu:

Onuc npenapary: Biarmos. sumor. (B)

ToToxnicTh 10401 pe4oBUHH:

- BEPX: Bignos. Bumor.

- TIIX: Binnos. BUMoT.

ToToxknicTs THTAHY JIOKCHAY B CKJIAXI

TabJIeTKM - (Konboposa peaxyin): Bixnos. Bumor.

Kinskicunii BMicT ailouoi

peuosunu (BEPX): 100.0%

20,01 Mr/t. BKp. T 060II.
Croponsi nomiuikn (BEPX):

0.2%

menie 0,03%
menmre 0.03%
menre 0,03%

0.1%
0.2%

- nomimxka ROS-1:
- nominika ROS-3:
- nomimka ROS-ImpCHsun.l:
- nomimrka ROS-ImpCHsun,2:

- OVIb-AKa iHIIA JOMILIKA:
- CyMa IOMIIIOK:

Bini abo maibxe 6ini Kpyrni MoMipHO ABOONYKITi TabNeTKH, BKPUTI
IIiBKOBOIO 000NI0HKOIO, 6e3 abo Maiike Ge3 3amaxy:

(A) ona mabnemox cepiii, axi supobneni Ha cmadii po3pobxu npenapamy: 3
TpaBipyBaHH’M CTHII30BaHoi JiTepy E 3 oaHoro 6oky Tabnerky;

(B) onsa mabaemox xomepyitinux cepiii:

Yac yrpumyBanHs (tr) OCHOBHOTO Mika Ha XpOMaTorpaMi BUIpoGyBaHOro
PO34MHY Ma€ BiJITIOBIJJaTH Hacy YTPHMMYBaHHSA OCHOBHOTO TIiKa Ha
XpoMaTorpaMi CTaHJapPTHOTO PO3YHHY

OcHoBHa MIsAMa Ha XpoMaTorpami BUNIpoOGYBaHOTO PO3YHHY 32 KOILOPOM i
BEJIMYMHOIO Ry Mae BifiNOBifaTH OCHOBHIN MIISMi HA XpOMaTorpami

Konboposa peakuis nosuHHa 6yTH nosutieHo0 (B pesynbrati
BUIIpOOYBaHHA OTpHMaHMH PO3HHH HabyBa€ IOMapaHYEBOro KOILOPY)
HpU BUNYCKY: Hanpuxinyi mepminy npudamuocmi.

95,0 - 105,0% 90,0 - 105,0%

20,00 Mr + 5% (19.00 - 21,00 mr) 20,00 Mr -10%/+5% (18.00 -
21,00 Mr) posyBacTaTHHY/Tab1. BKD. U1 06O,

ADU BUNVCKY: HAnPUKIHYI mepMiHy npudamuocmi:

He 6inbie 0,5% He Ounbite 3,0%

He Outsie 0,5%
He 6imbre 0.2%
He Ginsme 0,2%

He Gineie 0.2%
He Ounbire 2.0%

He 6inemie 0,5%
He Ginvire 0.2%
He Oinbire 0,2%

He Oinsmre 0.2%
He Oinbure 4,0%

(xiMbKiCTB JIOMINIOK BKAa3aHa B IEpEPaXyHKY Ha PO3YBAcCTaTHH) (Mexa BUsBJeHHs Aomimok: 0,03%)

Po3unnenns (nepexin Ail040i peyoBHHU Y

pPO34HH) 99 - 104%
(YD-cnexmpogomomempis): X6 =100%
Cepenns maca: 308,3 mr

OnnopignicTh Macu: Bignos. Bumor.

TrepaicTsb (cTilikicTh 10 po3aaBmoBanns); 132 H
Bmict Boan (mumpysanns 3a memooom K. 5.4%
Diwepa):

OnHoDIAHICTL 1030BAHUX ONMHMIL:

(onHopigHicTs BMicTy) (BEPX): AV =27
Milmnﬁimm_rim_la uncrTora: !

- 3arajibHa KUIBKICTh aepOOHHX GakTepiii: meHme 10/T

- 3araJjibHa KUIBKICTb TpHGiB: menue 100/T

- Escherichia coli:
Po3mip i THN ynakoBkn:

HE BHSBJIEHO
Bianos. BUMoOT.

He MeH1e 75% (Q) Bix HOMiHANBHOI KiIBKOCTI Ail040i PEYOBHHHA Mac
TIepeiTH B po3ynH 3a 30 xB

307,5 Mr = 5% (292,2 - 322,8 mr)

Biaxunenns Big cepeHbLoi Macu:

s 90% (18/20) tabnerok - He Ginbue + 5%.

i 10% (2/20) Tabnerok - He Ginbie + 10%

He menme 70 H

He 6insie 7,0%

3rinHo 3 €ep. PapM.: AV > 15.0 (n = 10). sxn10 YMOBa He BUKOHVETHCS. TO
AV 2 15,0 (n =30), i ;g 30/30 TabneTok, BKPUTHX MIIIBKOBOKO 0GOIIOHKOIO,

KiNIbKiCHHH BMiCT J1il04901 pedoBHHN Mae nepeGyBaTy B inTepsaini 0,75xM -
1,25xM
(AV - nonvcTrMe BinxuieHHs. M - peKOMEHIOBaHA BEIMYHHA)

He 6utbime 10° B 1 r npenapaTv
ue 6uteme 102 B 1 r npenapaty

BIACYTHICTS B | T npenapaty
o 7 Tabnerox y 6icTepi; mo 4 Guicrepn B KapTOHHIH KopobLi 3
MAapKyBaHHIM YKpalHCBKOIO MOBOIO.

! BunpoGyeanns npoeodsame He 0nist KOJiCHOI cepii. Chouamky Ons nepuiol cepii poxy, nomim 015 koxcrot 10-i cepii .

Inm 2 3acBinuyio, mo HasescHa BUNIE iH(OpPMALLA € TOCTOBIPHOIO i TouHOW. L0 MpoAYKLilo 6yNO BHIOTOBNEHO (BIUIIOYAIOYH YIIAKOBKY/MAPKYBaHHS) i NPOBEACHO
KOHTpOb ii AKOCTi Ha BUINE3rajianiil MiAHLI B NOBHiM BiANOBiAHOCTI 3 BuMoraMu GMP, BCTaHOBICHMMH MIiCUEBHM PETYJISTOPHHM OPTaHOM, a TAKOX BIANOBIAHO 10
cneunoikaii, o MiCTUTRCS B peecTpaliiinoMy foche. IIpOTOKONN BUPOGHHLTEA, YNAKOBKH Ta aHaNi3iB GyJI0 NIEPETIIAHYTO i BCTAHOBJICHO BiANoBigHicTh GMP

JlaTa
Bynanemr 05.02.2021
Itamn: 3AT «DapmanesTHunmii 3asoa ET'IC» [mignuc/
Bynanewr — Yropuusa I'a6op Cainuk
UA/0554 _%OL ,-'/,7 K}a{li(bikosaﬂa ocoba
N p \, 4 g )
! 0 /U G m\(\iﬂ/ {f{ f,/L \//K‘ i
AVENANCA A 7
NUIEES (




3A0 dapmaueBTHUECKHHE
1OpHAHYECKHTT anpec:

3ason  ITHC

1106, r. Byaanewr, yn. Kepecrypn, 30-38, Benrpus
Tenedon:(36)-1-803-5554, Tenedaxc :(36)-1-803-5556

(axTiuecknit aapec:

1165, r. By nanewr, yn. bekensdienan, 118-120, Betrpus

AT
‘ EGIS
-l

CepTudukar kavecTBa Ne 566/2021./Smaza

HanmenoBanue npoayxra:

Cepus / Konrposs Ne:

Homep anannia:

JlaTa anasausza:

HoMep perucTpaliHoOHHOIo CBHACTE/ILCTBA S
Cpok aclicTBHA per. CBHAETE/ILCTBE [0}
Homep nnneninm:

Cuna aeHCTBHA/RKTHBHOCTD:

R U Kguecmea,

Onnucanne npenapara:

ToATMHHOCTE NEHCTBYIOIIET0 BEIECTBA:
- BOXX:

- TCX:

TloATHHHOCTL THTAHA ANOKCHAA B cocTaBE 06osovKH
Tabnerku —(yeemnas peaxyusn):

KoauuecTBenHoe colepaanue AeHCTBYIOMEr0
pemecTna (BIKX):

HocToperune npumecu (BIXX):
- npumech ROS-1:

- mpumecs ROS-3:

- nipumeck ROS-ImpCHsun, 1:
- npumeck ROS-ImpCHsun,2:
- moBan apyran npuMech:

- CyMMa npHMecei:

(rkoauvec 7 1 Gbi)
PacTeepenne (nepexon aeiicToyiomero seuiecTss s
pacrTeop) -

(Yd-cnexmpogomorempus):

Cpenunsn Macea:
OnHOPOAHOCTH MACCHIE

TrepaocTE (YCTOHMHBOCTSL K PAIARBINBAHKIO):
Conep BOALY (mump no oy K.
duwepa):

p CThb A0 IX eAMHHIL

(onHopoaHOCTE coae;xa HuR) (BOXX):

Muxpobuoseruuecxas uucrora:’
- obuee uncnio aspoGumix Gaxrepuii:
- obiee yHcno rpubos;

- Escherichia coli:

Paimep n THR ynakosxu:

Posyaun®, Tab:1eTKH, NOKpPLITLIE IICHOYHO i 060s10uKol no 20 mr N28 (7x4)

B BaucTepax :
G829L1020 HaTs nponisoacTsa: 10.2020.
KGY/2020/7055 Toaen xo: 10.2023.
17.11.2020.

UA/11831/01/03 Ko/IH4ecTBO NPOAYKIHH B CCpHM: 11 013 xopoGok
6eccpouroe

ML Ne HU-M-EGIS GMP N: OGYE1/3973-6/2019

1 Ta6neTka conepkuT: 21,36 MI po3yBACTATHH UHHKA, UTO COOTBETCTBYET PO3yBacTATHHA 20
MF

Coors. 1pe6.  (B)

Hopyu:

Benic win nouth Genbie KPYTable CAErKa ABOAKOBbINYKUIbE TabneTkH, ROKpbITEE
naexoMHoR 06onouxoil, 6e3 in noutu Ges zanaxa:

(A) ons mat. Cepun, npuuzsedentbx nd ¢ pas| J;

¢ rpaBHpoBko# cTHRN3O0BAHKOM Gyksbl E Ha 0AHOK cropone Tabnerxu;

(b) 028 matinemox: Koxvepueckux cepui:

¢ rpasup i Oyxewl E w komepa 593 wa oanoit cropone rabnerky,

W CTHAN

Bpems yaepausanua ({r) OCHOBHOIO NNHKa Ha XPOMATOTPAMME HCITHITYEMOTO Pactsopa
AOJKHO COOTBETCTBOBATH BP yaep l 0 [IHK3 Ha Xp paMme
CTaHAAPTHOTO PacTBOpa

OCHOBHOE NATHO Ha XPOMATOrPAMME HCTILITYCMOFO PAaCTROPA 1O LUBETY ¥ BeHunHe Rr
ROJKHO COOTBETCTBOBATE OCHOBHOMY RATHY Ha XPOMATOTPAMME CTAHIAPTHOTO PacTBOpa

Coors. Tpeb.

Coots. Tpe6.

Lisernan peaxins aomiHa GbiTe nonoxurenstoit (B pesynsrare ucnsranus
nonyHennslit pacreop npuobperaeT opanxkeshlit uBer)

Ry sunyexe. B ROMHYE CPOKG ZIIQHOCMH

95.0 - 105,0% 90,0 - 105,0%

20,00 mr + 5% (19,00 - 21,00 Mr) 20,00 mr -10%/+5% (18,00 - 21,00 wr)
posysacraTiua / Tabn. nokp.na.obon.

Coors. Tpeb.

100,1%
20,01 mr/r.n.nmo.

1Py gunyexe: 8 KONNE CPOKA 200H0CMY
0.2% He Gonee 0,5% He Gonee 3,0%
meunee 0,03% He Gonee 0,5% ne Gonxee 0,5%
menee 0,03% He Gonee 0,2% ne Gonee 0,2%
Mmenee 0,03% ne Gonee 0,2% He Gonee 0,2%
0,1% ne Gonee 0,2% ue Gonee 0,2%
0,2% He Gonee 2,0% He Gonee 4,0%

eno 8 nepecyeme na poyeacramun) (npeden saseaenus npuveceti:0,03%)

% - 104% ne menee 75% (Q) 0T HOMHMHANBHOTO KONMHUECTBA AEHCTBYIOWIETO BELIECTBA HOJKHO
X = 100% nepeita B pacteop 3a 30 Mun
308,3 mr 307.5 mr £ 5% (292.2 ~ 322,8 mr)
Coots. Tpeb. Orxnonerue OT Cpeasei Macch:
ana 90% (18/20) Tabaerok ~ ne Gonee + 5%,
ans 10% (2/20) rabnerok — ne Gonee + 10%
132H He Meree 70 H
5.4% e Gonee 7,0%
Cornacno Esp. ®apm.: AV < 15,0 (n = 10), eclH yenosue He BHNOAHSETCA, 10
AVie=2,7 AV < 15,0 (n = 30), u ans 30/30 TabneTox NOKPHITHIX NNEHOUHOM 060104KO0H
KONMUYECTBEHHOE COACPIKaHNE NelCTBYIOUIErO BEIIECTRA J0MKHO HAXOAHTECK B
unrepsane 0,75xM - 1,25xM
(AV-porycTumoe 3uavenne, M- pekoMenayemMan BENHYHHE)
menee 10/ He Gonee 10° 8 1 r npenapara
menee 100/r He Sonee 10% 8 | r npenapara
He obHapyxeHo oTcyTeTBHE B | T npenapara
Coots. Tpeb. To 7 1abnetok 8 6anucrepe; no 4 Gaucrepa s kapTonHOH Kopobke, ¢ MAPKHPOSKOH HA

YKPaHHCKOM f3siKe,

"Hcnoimanve nposoosm we Ons xaxcooii cepuu, cHavana ons nepeoti cepui 2004, 3amem 01 kaxcooi 10-t cepuu

Hactosiumm 2 yA0CTOBEPAIO, YTO NPHBEAEHHAA BhILIC HHPOPMALNA RBISETCH AOCTOBEPHON H TOHHON. JTa npoaykuxa 6bisia Mpou3BeAcHa (BKMOYAR
YNIaKOBKY/MapPKHPOBKY) M MPOBE/CH KOHTPOMb €€ KAMECTBA HA BHIUEYTNOMSHYTOM YHACTKE 8 TIONHOM COOTBETCTBHH C peGopannamn GMP,
YCTaHOB/CHHLIMU MCCTHEIM PETYNSTODHBIM OPFaHOM, 8 TAKXKE COrNAacHo crielH(UKaLmH, conepxkallelics B PerucTPaUHOHHOM jocke. TTporokonst
NpPOH3BOACTBA, YNAKOBKH ¥ aHATH30B GBIIM NEPECMOTPEHB! ¥ YCTAHOBNIEHO cooTBeTCTRHE GMP

Jlara
Bynanemr

UA/0554_2.0 Lm
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JEPXJIIKCITYXKBA
JTEP)KABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKINH OBJIACTI

npocnekt Banepis Jlo6anoscbkoro, 51, M. Kuis, 03110, Tesn/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Koa EJIPTIOY 37078774

BUCHOBOK
Npo AKicTL BBE3eHOro B YKpaily JIikapebKoro 3acooy

28.04.2021 Ne 20675/21/10

PO3VJII®

(HaliMEHyBaHHs NiKAPCHKOro 3aco0y 3riaHo 3 PEECTpauiifHuM NOCBIAHCHHAM)
Ta6/1eTKH, BRPHUTI ILTIBKOBOIO 060,10HK010, 110 20 M, 10 7 TabJaeTok y Gaicrepi, no 4 dxicTepn
y KapToHHiil KopoOui

(popma BUIYCKY, 103yBaHHS, BHI NAKyBalis JiKapesKoro 3acoby)

Howmep peectpauiiitioro nocsizuents UA/11831/01/03 crpok aii peectpauiiitoro nocsinsenns 01.01.2099

Cepis nikapcbkoro 3acooy Ne G830G 1020 KinbkicTb BBe3eHOro Nikapebkoro 3acody 1320
BupoGHHK 3AT ®apmauestuunnii 3aBoa ET'IC, YropuiHa
(HaiiMeHyBaHHs BHPODHHKA NiKapCLKOr0 3ac00y, KpaTHd NOXOMKEHH)
BeeaeHo B VkpaiHy CrniibHe YKpaiHChbKO-eCTOHChKE NANPHEMETBO Y GOpMi TOBapHCTBA
: 3 oOMeskeno10 BinnopigaabnicTio "Onrtima-Dapm, JITA", izenr. roa:
21642228

(naiiMenyBanns Ta koa 3a EAPTIOY woprantioi ocon abo npiseuiue, im'st, no GarbkoBi (hizHuHOT
0COBH - MAMPHEMLS, Ti MiClle NPOKUBAHHS Ta PEECTPaLLifiHHiT HOMEp 00iKOBOT KAPTKH MIIaTHHED
noaatkis abo cepis Ta HOMEP MacnopTa)

TpoTtokoa BizyanbHoro kontponio sia 20.04.2021 Ne 1229/13.

3a pe3yibTaTaMM [EPAABHOTO KOHTPOMO BCTAHOBJEHO, WO JIKAPChKHil 3aci0 BBe3eHO B YKpaiHy 3
JOTPHMAHHHM BHMOT 3aKOHOIABCTBA LLO/I0 3a6e3neyeHHAAKOCTI NiKapChKHX 3aC00iB.
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3AC dapyanenyveskuil 1anon IHC
FOPILHCCKI aapec: IOPHAEHE AAPCCA;

1106, r. Byaanemy, ya. Kepeerypu, 30-38, Benrpus 1106, s Byaanener, pya. Kepeerypi, 30-38, Yeopuuma
Tesedon: (36)-1-803-3554, Teaeduke: (36)-1-803-55356 Teaedon: (363-1-803-5554, Teavduke: (363-1-803-55356

AT dapuauearnvmii yanea EFIC

daxTieckiil anpec: haxTnyHa anpeca: .
1165, r. byaaneur, va. Boxompgenmn, 118-120, 165, . Byaancar, aya, Bekernenai, 118-120, {m;s
Benmpun Yropuumsa 4

Ceprudnkar kavecrsa / Ceprudhinar siwocsi Ne 1499/2021/LM

Hanmenonanie npenapara: / Posyann®, Tabaersn, RNOKPLITLIC AACHOUNOI 06000 K0it no 20 M N2§

Hailimenypanua npenapary: (7x4)
B Ginerepax / Posyain®, raGretku, skputi naiskosow 06010HK010 1o 20 M
N28 (7x4) y Gnicrepax

Cepnsn MNe: / Cepig Ne: GB83041020 Hara npomsnoacraa: / 10.2020.

Hata supoGrmirsa:
Homep ananusa: / Hosep snanisy:  KGY/2020/7056 Fomen ao: / Mpuaarunii o: 10,2023,
Aara anamia: / Jlata ananisy: 19.11.2020. Kosmsueerso npopykunn s 13000 xopoGox
cepiny/ Kinbkicts npoayxuii
B Cepii:
UA/LI831/01/03 Hontep annenann: /
Homep niuessii:

Homep perucTpansonsoro

CBHALTRALCTRA: / Homep

peecTpauifiHoro nocpimenna:

Cpox geiicTaun per. Heccpounce / Homep cepruduxaTa

eauaeTenbcTBA: / Tepmin nii peect.  GeacTpokose GMP:/ Homep ceprudikaty  OGYEI3973-6/2019

NOCBiAMEHNS: GMP:

Cuna aeficTBHA/AKTHBHOCTE: / 1 Tafaerxa copepanT: 21,36 Mr posyBacTaThu wHHKA, 4TO COOTRETCTBYET

Cuna niv/axTusnicTs: posymacTaThua 20 mr/ | Tabnerxa MicTHTh: 21,36 Mr posysactatiiy uHuky,
110 Binosifac posysacTaTuny 20 Mr

ML Ne HU-M-EGIS

floxasatenut xauecrna/ Peiyavrartey/ Hopsey/

lfoxamuxn skocti Peayawrarn Hopyi

Onucame npenapasa: Coorsercrayer / Beakie man mowrn  Geasie Kpyrabie £OErKa  ABOSKGBRINYEIbe
Bianosiaar TAGTIETKY, MOKPRITLIC wtenouncll oboacurod, Ge3 win nowrn 6ea
(B) MnAXa:

floamusuocts aelicinyouere
senecrna: / Lcamndikania siovoi

PEYOBRITN:
- BYEKX: /BEPX:

- TCX:/ THIX:

Coorsercmayer /
Biznoniaac

Coorercrayer /
Bianosinae

{A) dar mabaemor cepuil, uponisedernmy na emadun pazpadoniku
fipenapamia; ¢ rpasupaBkedl crnawleBauwmoil Gywem E un esmoii
cropese ralierss;

(B) o  mabnemox  Kemmepueckux  cepuiiz ¢ rpasspaskoii
erassonaknoil Gyxas E u nomepa 593 na oanoif cropone Tabievi. /
bisi 860 mufixe Gini kpyrai wierka apoonyin TaBreTis, SKpITI 1linKDBOKD
ofoaonKoI0, Ges a0 Matbxe Get wiuxy:

fA} dar mabaemox cepiii. supobrenux wa cmadit pespobixn npenapamy. 3
rpapisonaxman cTrAizoBanol Aitepn E Ha ol croponi 1abierxie

{b} oan mabremox xosepyiimtx cepiic: 3 TPARIPYBANHAM CTUAIIOBANOT
airepss E i nomepa 593 na oanilt croponi malnerku.

Bpema yaepacupauun (tg) ocHOBHOF® HuKA M2 XPOMATGIPEMME
HCHBITYEAMOMe  PRCTROPA  JOKHO  COOTBETCTROBATH  BpEMENN
YACPAHBRHHA OCHORHGI® BAKE HA XPOMATOFPAMME CTANIRPTHOCG
pacTROPA / Yac yIpuMmysaHHR (ia) ocnobHOTO niky Ha Xposurorpam
#1HPOGOBYBAHOTO POIMMHY Mac RIANORIZATH HACY YTPHMYBAHIS OCHOBHOTO
HIXA 112 XPOMATOIPAMI CTANAAPTHONO PE3UHHY

(HOBHOE NHTHS HA XPOMATOTPRAMME HCNKITYEMBES PACTBOPA N0 MBETY
W peaudine By denmne cootmercrsenarh ocHeBHOMY NATHY na
ApomMaTarpaMMe  cramuaprHore  pactsopa / COcHoBH2 TIAMA  Ha
XpaMaTorpami asnpoGOBYRAHOTO POTUHIY 32 KONLOPOA | BCmisuHoro Ry Mac

RIANOBIAATH OCHOBHIH MM Ha XpoMaTOrpami cTasaapTHOTO POIUHHY
HoantunsocTs THIRHE AHOKCIAL B Coomercreyer / liseTnas peakunr pcstana GuIFb RNOJORATEALUOH (B pesyasrate
cocTane obonsuki Taboerxy - Hianosigae HCIBLITAHNA ROAYYeHNLIH pacTsop nprobperaeT opaumenniii uner) /
(unevuan peaxnuns): / Koasoposa  peaxuis  nonstisa  Oyrs  noawtusnown  {B peIynLTaTi
laenmudikauin turany aiokesay y mpoSyaanHs otpHManiit poruim nabynac omapamessli koaip)
cknani obononxy TabieTky: -

(konKOPORA peaKiLis);

Kemsuectnennoe conepaanue Hpu suAycxe: £ KM oKa zodtocmu: /

achcrayromere nemtecrna (BYAX): / HPH BUAVCK)' HanpURIRYI mepsiny nproanocmi;

Kinsxieundi paicr aitonof pesonnun 99.9 % 95,0 - 105,0% 90,0 - 105,0%

(BEPX) 19,98 mr/fuafia, 20,00 M 3 5% 20,00 mr -10%/45%
(19,00- 21,00 mr) (18,00 - 21,00 mr)
poryeacTaTana/tabo. mexp.n. ofea. / poaypacrarunyfraGn. prp.nn.
oo,

1/8
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1106, v. Byaanewr, ya. Kepeerypa, 30-38, Benrpus
Tenedon: (36)-1-803-5384, Tenedaxe: (36)-1-803-5556

tpakramcokni anpec:

P18, v, Byaaneun, ya. bekenndens 118120,

Benrpig

®ann 101795 _G830G1020 72 0964Y21 003 002.gif

FAT Papsanepyuvnni 1anon ENIC
RIpILRHIE aapec

106, ». By sancwr, sy Kepectypi. 30-38, Yropuusia
Teacdom: (36)-1-803-5554, Tenedare: (36)-1-803-5555
haxTing pipecs:

1165, m. byaanewrr, sy Bexenndeas, 118120,
¥ropisua

N
EGIS
<&

Hocroponmte npuvecn (BYARX): /
Cynposiani aosimku (BEPX):

= npusech ROS-1: / gominka ROS-1:
~ npusmeer ROS-3:1 / gomiika ROS-3:
- npusmecs ROS-ImpCHsun, 11 /
aovimka ROS-ImpCHsun, 1:

- npusmecr ROS-ImpCHsun,2: |
aomiuika ROS-impCHsun 2:

- J10GER ApYTaN Npadpech: / Gyab-sxa
imina goMinka;

- cysaa npamecedl: / cyma aoMimok:

Posyaun®, rabaeten, noxpuiteie nienounoli 06osouxol no 20 mr N28§ (x4}
8 Banctepax / Posyain™, Tabaetkn, skpiti nuisxosoio oboronxom no 20 ar N28

{7x4) y Gnicrepax

Cepun Ne: / Cepis Ne: GR30G 1020

MNPt ERINYCRES

4 Konue cpoxa codnocnni:/
N[.’IH ggzzm 'h‘!’;

HARPUKTHIE SHCPMINY RPROQMOCI:

0.2 % e Boaee ,5% / ne Simane 0.5% He Goaee 3,0% / ne 6iavme 3,0%
< 0,03 % we Doaes §,8% / ne Ginnine 0.5% ue Boaee 6,5% ¢ ne Giawie 1,5%
<003 % e Gonee §,2% / ue Gimne 0,2% se Hoaee 0,2% ¢ we Giavuwe 0,2%
<0,03% e Goace 0,2% / we Ginne 0,2% ne foace 0,2% / ne Giasure 0.2%
0.1% ne Goaee 0,2% 7 ne Giaswe 0,2% nie Hoaee 0,2% / ne Gimue 0,2%
0.2% ne Bosee 2,0% / ne Ginsime 2,0% ue Gossee $,0% ! ne Giisuie 4,0%

{Koauuechsn npuseceit SHpONCEHO & Hepecueme bosveacmangin) (npedea 1aa8TeHNR Apustecei:§,03%) /
ficlavxicme dostiuon aupxrIens & nepepaxyuky na pozveacmann) (Mexea saravesix dominiox: 0,03 %4)

Pacraepenne (nepexon
AcleTRYIONIETD BEMICCTRA B PACTROP)
(Y®-caexrpodoromerpus); /
Posunkenns (nepexin Aisoso pevorsnn
& posann) (Y®-cnexipodotonerpis)
Cpeanns macea: / Cepesns maca:
Oanopoatocts Macens: /
Onmapinmicrs sach:

Taepaoers (vevofiunnoers &
palzasarsannio); [ Teepaicrs
{cTiltkieTs 20 poARROBAHHR);
Cogepxanue soasi (FHTPOBANHE N0
seteay K. @umepa): / Buicr soan
(u1py s Mero oM K. Dimepa):
Oasopeanects qoInponaHIbIX
SAHNG: (0 HOPOARNCTS
coaepaannn) (BIKX): /
O/HODINHICTD T030BEHIX O/HHIHD
(oxunopiznicTs suiciy) (BEPX):

Muxpobnonoruuecxan unerora:'/
MikpoGionoritma yuerora: !

- obtxee 4nc/io adpolinnx Barrepuit: /

3aransia KinbkicTs acpoGinx SakTepifi:
- ofutee wncao rpufion: / jarainua
xinvxieTe rpubin:

- Excherichia eoli:

Pasep 11 Ton yugsossn: / Poawip i
THIT YIAKOBKEE:

96 - 101 % He menee TS % (Q) or HOMHNATLHOTS KOBINECTBA aclicTBYIBHICTC

Ne=99 9 semecTsa fo.ane nepeiity o pacreep 12 30 sun / ue Menie 75 % (Q)
B HOMINANLROT KiNLKOCT] AH0MOT PEUOBIIM MOBHHIO HAIXOANTH B po3unH
32 30 x8

3076 ur 307.5 ur£ 5% (292,2 - 3228 wr)

Lootsercrnyer Orraonenne o1 cpeavedt macen:

Binnosiae

17H

54%

AVie=3056

< {0
< 100/

Coorsercrayer /

A 90% (18/20) vabactor — ne Goaee = 5%,
ans 10% (2720) rabieror — ne Gosee £ 10% /
Biaxsacuna ain cepeanof Macu;

sns 90% (18/20) Tabrerok — ne Ginbise £ 595,
s 10% {2/20) vabac1ok — ne Ginmue £+ 10%
ne sienee 70 H / xe menine 70 H

ue Bonee 7,0 Y / ne Ginane 7.0 %

Coramene Epp. ®apm.: AV < 1508 (n = 10), eean ycnepue ne
BhtitoanseTen, To AV £ 15,0 (n = 30}, u v 30/30 1a0aet0K noKpITHE
naenouyoit oboaonkell KeAnuecTBEHNDE conepAaHNe NellcTBYIONIEFO
BEHICCTHA I0AHD HAXDANTHCA B HETepBane 0,75%M  1,25xM
(AV-qenyersmor anauenne, M- pexomenayesan neansnna) /

3riano €8p. Dapy .0 AV < 15,0 (n = 10), AKIWUD YMORA HC BUKOITYETHCR, TO
AV =150 (n = 30), i anr 30/30 1a6neTok BEPITHX BATHKOBOIO 0G0IIOHKGK
kiabkicni pyicT aitouof peonnun Mac Gy o hrrepsani 0,75<M - §,25<M
(AY-aonycrisMe 3uavennn, M- pekoMenaonaa sennsiiua)

ue Gosee 10' n 1 v npenapara 7 ne Giasme 10° 8 1 ¢ npenapary
He Gozree H? 8 11 npenapara / we Gianne 107 1 1 ¢ npenapary

oveyrernne o | r npenapara / sigeytwi 8 | npenapary

Bianosinae
Coomserctpyer / Ho 7 Tabnetox B Ganerepe; ne 4 Gancrepa B kapronnsit Kopebre; ¢
Bianoainac MapxKuposkodt na ywpanuexkom n3sire. / tlo 7 1abaetox y Saicrepi; no 4

BaicTepa y kapronnilt xopoSui; 3 MapKyBauNRM YKPUTHCHKOK MOBDIO,

“Henwmanue npossinm ne dux xaxcdoli REpll, CHUMRIA OAR NEPSOR copuir 00, 3ames dxa Kaxcdei 10-i cepun / " Bunpobyeans
NPOEOORRS HE G191 KOXCIHOE Cepit, enovamyy dar nepual cepit PoKy, nomis 0% RoIcHol 10- cepif

UA/SS4 2.1




$ann 101795_G830G1020_720964Y21 003 003.gif

3AQ Papuanesrnuecknit mpoa I HC FAT dapuanesnunmit sanop EFIC

HOPHARMCCKHN aipec: KD ATPeCiL;

1106, r. Bynanewrr, ya. Kepecrypn, 30-38, Benrpia FHOA, s Byannewt, ay:r. Kepecrypi, 30-38, Yropimia

Teaedon (36)-1-803-3584, Teacparc: £363-1-803.5556 Teaedon: {36)-1-803-5554, Teaedare: (36)-1-803-5556

daxriruceknit aapec: hakTivma aapeca: s
1105, r. Byaancwr, ya, Besenwdenan. 118-120, 1163, ». bynanenrr, sya. Bekenndeani, 114-120, &ecis
Henrpin Yropuina -

Posyann®, Tabaerkin, nokpuiTeie nacHounodl o6onoukoii no 20 mr N28 (7x4)
B Gaucrepax / Posynin®, Tabnetin, BxpHTI NniBkoso ofonoukow no 20 My N28
(7x4) v Gnicrepax

Cepaent Nuz / Cepin Ne: G830G1020

Hacronmum s yaoctosepnwm, yto ApuBeacunan nuie undopMAIA AnNeTeR Apcromepuod W Towmoh. Dra npoayxuus Obiia
NPOHIBEREHA (BEAIOURR YIAKOBKY/MAPKHPOBKY) H HPOBEICH KOHTPO/IL €6 KAMCCTHA HA BHILIEYNOMEHYTOM YUACEKC B FH/IIOM
COOTBETCTBHM ¢ TReGoBammMu GMP, yOTanon tinbMm MeCTHBIN PCIy.ISTOPHBIM OPFAHOM, A TAXWE COrNIACHS Cnewmdrnamm,
cojepaamelicn s perucrpamuonnom aoche. TIpoToKoast OPOMIBOACTBE, YNRKOBKN H AHA/INIOR Ghim HEPLCMOTPLIELT # YOTAHORILHO
cooTeescrnne GMP / Liv % swcainuyio, wo varenena prie indopmatis ¢ AocToRipholo i Tounoio. 1o nposykitiio Gy1o suroickieHe
(BICHOMAIOMIY YIUKORKY/MADKYBENNA) | NPOBCARHO KOHTPONS 1F SKOCTI HA sMIesratanii Alnspud » pospit BianosianocTi 3 susoravar GMI®.
DBCTRHOBICHUMI MICLEANM PeFY/IRTOPHIM OPIRHOM, § TAKOK RIZNOBIAHO 20 crieundikanii, 1o MicTiTes a pecerpaniimony aocsc. Mporosoay
vipoliiTaa, ynakokkn 1a sualitie Gyao neperasnyTo § setanonacio sianobiamicrs GMP

-
L il
// et
I'?op Cannmk
. Kzam HIDIPOBANHOS N0
Jdara /.}r)- = 3 ,v}x:a() =7
Byranewry
Keanidironana ocofia
IAO-Dapriauenrunecris James 3TN0~ ggem.
Byauew - Benrpas «E“slﬂ

3/3

uzoss-amz.;



http://www.tcpdf.org

