3A0 @apmancsrnyecknii  3amon IFHC l -
OPIIMCCR G alped:

1106, r. byaanemr, yn. Kepeeiypu. 30-38. Benrpna

Tenedon:(36)-1-803-5554, Tenedaxc :(36)-1-803-5556

dakTiyecknii aapec: _ (‘?GIS
1165. 1. Bynanewr, yn. Bekensennn, 118-120, Benrpus 4

CepTudukar kagecrsa Ne 3055/2020./Smaza

Haumenosanue npenapava: Adtepsnn, 1a6aerkn, nokpLIThIe niseiounol o6osouKol 1o S Mr N14 (7x2) B Sniucrepax
Cepnn Ne: 1831C0220 /lara npouisoactea: 02.2020.
Homep anannia / aavs ananmia: TAB2020/537/ Foaen ao: 02.2025.
) 24.03.2020.
Hoxep peincipannonnoro cenacre mcTes: UA/9862/01/01 Koanyeero npoaykuny »
Cpoxk aeficYBHY per. CBHACTEALOTSA 108 Beccpounoe cepuM: 37 310 xopobox
Homep anuensun: ML N HU-M-EGIS GMP M OGYEN/3973-6/2019 f
Cnaa aclicrBHA/aKIHBHOCTB: 1 ¥26a€TR2 COREPRNT: NEROLETHPHINNA It HIPOXIOPHAL 5 M3 (4T0 CODTBETCTRYCT

4,21 Mr nesoneTHpHIINA)

[oxasameny xauecmea Hoayuennsie Hopmer:

pexasmamps:

Onucanne npenapara; Coors. Tpe6. Benvie wus noutn Genie kpyrine ymepenHo NBOAKOBLINYKNIBIE TAOACTKH, NOKPBITLIC
RACHONHOM oGokrikoil. Ges iwur powrs fes naxa TpaBuposka wa oanoil cropone
Tab:eTkN - CHiIoRARKaz Gy waa k. ua xpyrolt CTopoHe ~ Homep 281

Pazmephi:

- AHBMETD: Coots. 1peb. 0k0J10 7,0 umM

ToaannHecTh AcliciByomero BemecTna: Coovs e YO cnextph  HOITOMICHNA  HCTBYEMOIO b CTAHAADTHOIO  PACTROPOB, CHATbIC

(VO cnexmpoghomosempin) ONHOBPEMCHHO B Mpeneax JmH BOAH 0T 200 no 400 uM, NOMKHL MMETD 0aHHAKOBYIO
dopMy kROl MIEKCHMYM NOTAOICHMA  NOJDKEW HaXOIWTLCR  1IDH J1AHHE  BOjIHBI
231+ 2 um

Hoaruunocrs nelficynyiomere semecraa: Coots. Tpeb. OchoBroe NATHO A XpoMaTOTpaMme HCTILITYEMOTD PACTBOPA NO UBETY W Benuunne Ry

(TCX) DODKHO COOTBETCTROBATS OCHOBHOMY HISIFHY HA NP PAMAE CTRHAZPTHOIO PacTeopa

Meaamnnocis THTaMa AMOKCHAS B cocTaBE

eBo.10nxH 146eTKH: Coots. 1pe6. LlpeTnas peaxuns nomKHa GuiTs nosoxHTEALHOR (B peryLTATE HENLITAKNS

(ysemnas praxyus) ) nosyuchkbIA pacTBOp NpHobPCTaeT opankesbill 1BCT)

Keanvecraennoe conepanmne [lpu gvinyexe: B xonye cpesa coonocmu;

aeicrBytottero semecTBs 100,6% 95,0 - 105,0% 90,0 - 105,006

(Y®@-cnexmpodpomosempun): 5,03 mitraB.n.o. 500 Mr 1 5% (4,75~ 5,25 Mr) 5,00 Mr + 5%, -10% (4,50 - 5,25 mr)

NICBOUCTHDHINKA NRFHAPOXAOPUAA/TEES NOKp. 060N KOl

Necroponnne npamecw 1. (BIKX): (Koausecmso npiveceir eapaxeny ¢ nepecveme wa ACBOHEMUPUIUHG OUCHOPEXAOPUD)

- M00as HACHTHGHUNPOBAH. NpUMEC: menee 0,05% He Gonee 0,20%

- mobas THHUHD p : menee 0,05% e Gonee 0,10%

- CyMMa npHmeceh; Menee 0,1% e Gonee 1,0%

1locroponnne npumecns 2. (BIXKX) -

COMEPIAHNC FHAHTHOMEPA

D- yemupusuna; 0,1% He Gonee 1,0%

Pactsopenne(nepexon neficisyiowero sewecrsa s

pacreop) 94 - 102% He menee 75% (Q) ot HoMmHaNEHOTO KOMMYECTBE AeHCTBYIOMEID BEWIECTB HOMDKHO

(Y@-cnexmpopomosempus) Xs- 98% nepelity 8 pacesop 3a 30 Mun

Cpeanss maccs: 99,9 mr 100,0 mr £ 7,5% (92,5 - 107.5 mr)

Onnepeanocty maces: Coore Tpeb. Orknonenne o1 cpenneh Maccs!:
nns 90% (18/20) rabnetok - e bontee ¢ 7,5%:;
ana 10% (2/20) vatnetok — ue Gonee + 15%

Conepucanne voast (mump.no Memooy K.

Quuepa): 4,0% He Gonee 7,0%

Oanepeanocts a01uposanna: AVy=54 cornacho Eap. ®apm.: .

(Y@-cnexmpogpomoriempun) AV <15 (n = 10), ecan ycnosue e suinosxactcs. 1o AV < 15(n=30), u a1 3030

(00nopod codep . 1801 nOKp. 06 KOAUECTBENNHOE COnEpwaNNE AERCTBYIOLLEND BEIIECTBA JOMKHO B
untepsane 0.75xM ~ | 25 M*

MuxpoSnoseruseckas unerota’;

- obiuee yucao arpobubix MHKPOODIaHiIMO8

(TAMC): Menee 10/r ue Gonee 10° 5 | r npenapara

- 0biee cao rpubos (TYMC'): menee 10/r ne Gonee 10? & ) r npenapara !

- Escherichia coli: He o6napyxeno OTCYTCTBHE B | r npenapara

Paivep u vun ynaxenxn: Coots. Tpe6. Mo 7 rabnetox 8 6:1ucrepe; no 2 Gauciepa B kaproxmofi kopobie; ¢ MapKUPOBXON Ha

YKPAHHCKOM R3bIKE
*. AV - jonycrumoe OTKNOHCHHKE, M — pexoMeHTyeMas BenHHHA
': Henvimanus NPOGOORIN V15 NEPELIX MPEX NPOUIROACHIBEHINX cepuil, amem 0% kaxool decamos CEPUL. HO He pece 00400 pa3za 8 200

Hactoswim & ygocrosepsio, 4t0 upwsencinan spiwe Whopmauix RBAseTCY noctoscpuol u Tounofi  Jra nponykuna Goa DpousseicHa (BKMIOMAR
YNaKouKy/MapKIPOBKY) i NPOBEACH KOMTPOAL €€ KAYCCTBA Na BLILIEYIOMAHYTOM yacTKe 8 HOIHOM CODTBETCTHIN ¢ TpeBosanuamu GMP. YCTHOBNCHHBIMK
MECTHBIM PEINVINTOPHBLIM OpranoM, a 1aKkxe CcorNacHo cneuudmxamm. T fcs B PernCIy 20Cke ”])()'IONO.'\M NpOK3BOACTRA, YDAKOBKH 1
2021308 ObLIM NEPECMOTDEHBE H YCTAHORACHO COOTBETCTBHE GMP

Naa :
By nanewrt \,/
2Z3/0f
. Z
IAO-Oupuaestusecnni Janaa ST HC e — 4P Jaiiow Képraeiteiturgy
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HAEPXIIIKCIIY)KBA
AEP/KABHA CJIYXKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlo6anoscbkoro, 51, m. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Ko €IPTIOY 37078774

BUCHOBOK
NMpo fIKIiCTH BBE3€HOro B Y KpaiHy JikapchbKoro 3aco0y

26.01.2021 Ne 1422/21/10

AJIEP3UH

(HaliMeHyBaHHs Nikaperkoro sacofy 3riaHO 3 peeCTpaniftHnM nocrigueH M)
TabJIETKH, BKPHTI I1iBKOBOI0 006010HKOI0, 110 5 MT, 10 7 Tab/1eTOK y Oaicrepi; o 2 Guicrepn
B KapTOHHIi KopoOui

(dbopma Bunycky, 103yBaHHs, BHA naKyBaHHs Jlikapcbkoro 3acoby)

Howmep peectpauitinoro nocsinuenns UA/9862/01/01 crpok aii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapebkoro 3aco6y Ne 1831C0220 Kinekicts BBE3EHOTO NiKapebkoro 3acoGy 11760
Bupo6uuk 3AT ®apmanestuynuii 3apon EI° IC, Yropmuna
(HalimenyBanus BUPOGHHKa Nikapcbkoro 3aco0y, kpaiHa noxoakeHHs )
Beesero B Vkpainy CninbHe yKpaiHCbKo-eCTOHCbKE MiANPUEMCTBO y dopmi ToBapucrBa
3 00MeKEHOI0 BiAnoBiganbHicTIO "Ontiva-®apm, JIT", inent. koa:
21642228

(HaiiMeHyBanns Ta koa 3a €IPTIOY opuanunol 0cobn abo MpisBuLLe, iM'S, 110 6aThKORi (i3nunoi
0co6M - NiNpHeMLL, i1 Micue NpokKUBaHHS Ta peecTpaniiinuit Homep 06iKOBOT KapTKU MAaTHHKA
nonarkis abo cepis Ta Homep nacriopra)

Mpotoxon Bisyansnoro kourpomo six 19.01.2021 Ne 0102/2.

3a  pesyabTatamu  epkaBHOro KOHTPOJIIO  BCTAHOBNICHO, IO nikapcbkuit  3aciG BBeseHo B  VipaiHy 3

I' 3aKOHOAABCTBA WOA0 3a0e3neueHHs s
>,

» P .
OCTI JIIKAPCLKKX 3ac06iB.
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FRALE EINGESTIE

3AT ®apmauesTrunuii 3asog EI'NC %
IOpUAHYHA apeca: ¥
1 106, M. Bynanewr, Byj1. Kepectypi, 30-38, YropiuHa

Tenedon:(36)-1-803-3554, Tenedakc: (36)-1-803-5556

(dakTHuHa axpeca:

[ 165, M. Byaanewr, Bys. Bexenbdent, 118-120, YropuuHa

Cepradixar sxocti Ne 3293/2020./Smaza

Hazsa npenapary: Adjiepanm, TafieTKky, BEpUTI MIIBKOBOIC 000I0HKDI0 IO 5 mr N14 (7x2) y GmicTepax
Cepin Ne: 2510A0520 Jlara supodbunnrea; 05.2020.
Tomep anamizy / qata ananizy: TAB/2020/1 560/ pupathnii 1o 05.2025.
03.07.2020.

Hosmep peecrpauiiinoro moceiguenns: Tepatin 4it peecr, UA/9862/01/01 Kinbkicts npoaywsuil B cepii: 7 835 kopobox
MOCRIATICITNS A0} Ge3cTpoKoOBO
Homep ninemnsii: ML Ne HU-M-EGIS GMP N OGYEI/3973-6/2019
Cuna gii/akTuBiicTh: 1 rabeTea MICTHTE: JTEROICTHPU3NIY AUrinpoxIopHay 5 Mr (o sianosinae 4,21 mr JIEBOUETIPA3HEY)
Hoxasnuxu sxocHi Ompustani Hopmu:

pe3VALHInLL
Onuc npenapaty: Biznos. BUMOT. Bini afo Maibie 6ini Kpyrhi NOMIpHO ABOCIYKI TABNETKH, BRPHTI NNiBKOBOIO 00QMOHKOIO,

Gex afo mMatixe 63 3anaxy. Ipasipysauus Ha oueMy Goui rabnerky - cruaizosana nitepa E,
Ha inmosy Goni - nomep 281

Po3mipn:
- liaMeTp: BianoB. BUMOT. npuGausne 7.0 MM
ToTomuicTh AIOUO0T PCUOBHHH: Bianos. BUMOL. V) enckTpht 1orMHAHEY RUNpeOyBALICro | CTAHAAPTHOIO PO3Y MHIB, 3HST] OJHOHACHO B
(V@-cnexkmpodhoniostempin)) Mekax Jogucii XBEAb Big 200 si0 400 AM, NOBMINL MATH OMMAKOBY (OpMY KpUBOL
MakcHMYM IIOITIHHAHHA MAC 3HAXOAMTHCA 1IpH JOBACHEL XBHNT 231 £ 2 HM.
ToroxHicTs AlY0T PEHOBHIIK: Biafcs. BUMOT. Oclorna MM HA XPOMATOTPaMi BUNpoOyBatioro po3uuny 3a KonLopom 1 BEJIMUMHOIC
(THIX) Ry NOBHHHEA BiUIOBIAATH OCHOBHIH LM HA XPOMATOrpaMi CTAHAAPTHOTO PO3HIKILY
ToToXHICTh THTANY IOKCHAY B CEIa/L
ofiononkH TabJeTR: Biznos. RUMOT. Konbopona peakitia Mae GyTH DO3RTHEHOK (YHACHI0K RUNIPOGYBAHHI
{konvopoea peaxyin) oTpUMAail padiuH Habypac nomMapaivesero KO/ILODY)
Kinskiciuii BMicT TIpu eunyexy: Hanpuwingi mepminy npudannocmi:
NI10U0T pEYOBHHN 100,0% 95,0-105,0% 90,0 -105,0%
(V-cnexmpoghomonempis) 5,00mr/Taén. B.0.0. 5,00 M 3% (4,75 - 5,25 mr) 5,00 Mr+5%, -10% (4,50-3,25 mr)
NCBOLETHPMIHMIY ANTTAPOXIOPHLY/TAdil. BKP. 1. O.
Cropouni fomimeu 1. (BEPX): (Kinokicmi QOMiTHOK BUPANCENA § NCPEPAXYHRY (G ACEOUEIMUPUSIILY duaidpoxnopud)
- By/b-fiKa ieHTHdIKOBAHA JOMIIIKA: mente 0,05% ue Ginpie (,20%
- Bynp-aKa neifenTudiKorata AOMIIKA; meuine 0,05% e Gincine 0.10%
- cyMa JOMILIOK: mexime 0,1% ue Ginsiue 1.0%

Cropouni gomimen 2. (BEPX) -
BMiCT eHaNTIOMEDY

D= yemupuziny: 0,1% ne Ginprue 1,0%

Posumienns (Mepexia Aitovol peyosnny B

possuIL); 93 - 104% He menne 75% (Q) Bix 1oMinans1oi KIbKOCTI Ai040T pPCHOBMHM Mac
(Vh-cnexmpochomomempis) Xs=99% nepeiTy B posunn 3a 30 xB

Cepenist maca: 99,9 Mr 100,0 mr+7,5% (92,5 - 107.5 mr)

OnHOpIGHICTE MACH: Bignos. BUMOT. Bigxuichilg Bijl cepeaHpol Macu:

ans $0% (18/20) taBneTox - e Glnpwe + 7,5%,
ang 10% (2/20) radnerox - 1e Ginswe = 15%

Baticr Boan (mump. 3a semodon K. Dimepa):  5.2% e Binsie 7.0%

OQaHopiaKicTs [0IyBAHHA! AVp=73 aripno 3 Cap. dapa:

(Vb-cnexmpodhomonmempis) AV > 13 (n= 10), AKIIO YMOBA HE BUKOIYCTHEA, To AV = 15 (n = 30), i s 30/30
(odiopidiicme amiciny) TaB. Bkp. 0001, KINLKICHHIA BMICT NiI0Y0T petoBHiy Mac nepeGysath B lmepsani

0,75xM - 1,25=M*
Mixpofionoriuma ancrora’
- 3arankia KUibKicTs aepobHuX MIKPOOPraHizMis

(TAMC): meniue 10/r sie Ginpime 101 3 1 r mpenapary
- saranssa KinekicTs pHaiB (TYMC): mere 10/r ne Gineme 10 8 1 r openapary
- Escherichia coli: He BUSBJIEHO BiZICYTHICTL B | T npenapary
Po3nip i THI YOAKOBKH: Biuiios. BUMOT. To 7 rabuerox y Guictepi; o 2 Gnicrepa B KAPTOHHIIH kopoGLLi 3 MAPKYBAHHAM YKPATHCLKOIO
MOBOIO.

* AV - ponycTuse Bijxunciia, M - PEXOMEH[I0BaHA BENTIMHA )
I Bunpodysarus APOGOOHNb Ost REPHINY INPHOX GupodII Ceplii, ROMIM 01 Kodcnol decsimor cepii, ane ne pidute, Hixe 6diit pas 1a pix

Llum s 3aceinuyio, we HaseAesa Buwe iHopmaiis € nocTosipsoo i Tounoio. L npoaykuile Gyno BUTOTOBASHO( BKIIONAIOUH YIIAKOBKY/MAPKYBAKHS) ]
NpoBE/EIO KOHTPES TT SKOCTI Ha sHIe3raganif ainam B nosuilt sixnosinrocri 3 sumoramit GMP, BCTanoBNCHAMY MICLEBHUM PETYIATORHNAM OPTaHoM, & TaKow
ainmoigHe N0 cnewudikalii, o MICTHTBCA B PECCTPAliHOMY HOCHE. [poToxoin #pOOHULTER, YTAKOBKH Ta auanizia Gyno nepernssyTo 1 BCTAHOB/ICHO
sijnosiaHicrs GMP

JHara
Bypanewr 07.07.2020
fuipgnuct
Jp. Jsopn Typiax
Kaaniikopaka ecoba

[Hramn: 3AT «apmanestuuait 3ason EVIC
Bynaiewr - YropimHa

UA/0469 1.4




JEPKJIKCITY)KBA
JEPXABHA CJIYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMIBCBKII OBJIACTI

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

BUCHOBOK
PO sIKiCTH BBE3EHOI0 B Y KpaiHy JliKapchbKoro 3acody

05.04.2021 Ne 15661/21/10

AJIEP3UH

(HaliMeHyBaHHA JIiKapchKOro 3aco0y 3riHo 3 peecTpauifiHHM NOCBiA4EHHAM)
Ta0JIeTKH, BKPHTI IUIIBKOBOX0 000/10HK0I0, [0 S MT, 110 7 Ta0J1eToK y GJticrepi; mo 2 6aicrepn
B KaPTOHHIl Kopooui

(popma BHIyCKY, 103yBaHHA, BHIL AKYBAHHA JIKapCbKOTO 3aco0y)

Howmep peecrpauiiinoro nocsinuenns UA/9862/01/01 crpok ait peecrpauiiitoro nocsiguenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne 2510A0520 KinbkicTs BBe3eHOro Jikapcbkoro 3acoby 1150
Bupo6Huk 3AT ®apmanentnynnii 3aBox EL'IC, YropmuHa
(HaiMeHyBaHHs BUPOOHHKA NiKApCbKOro 3aco0y, KpaiHa NoXomKeHHs)
Beesero B Ykpainy CrnisibHe yKkpaiHchbKo-ecTOHChbKe MANPHEMCTBO y dopmi ToBapHCTBa
3 0OMmeskeHo10 BianosigaabuicTio "OnriMa-Dapm, JITA", inent. koa:
21642228

(nafiMenyBants ta koa 3a €/IPTIOY opuanuHoi ocobu abo npizeuile, iM'a, Mo 6aTbKoBi (izHIHOT
0co0H - NANPHEMLLA, TT MiClle NPOXKHBAHHA TA PEECTPALiHNH HOMep 06/iKOBOT KAPTKH MIATHUKA
nozatkis abo cepis Ta HOMEp nacnopra)

Mporokon BizyaanHoro kontpomio Bix 30.03.2021 Ne 0939/1.

3a pesynbTaTaMH  JIEPKABHOTO  KOHTPOJIKD BCTAHOBJIEHO, IO JiKapchkuil 3aci6 BeeseHo B Ykpainy 3

AOTPHMAHHSNAM BUMOTr 3aKOHOABCTBA LIOA0 3a0e3MeYeHHA AKOCTI JIIKapChKHX 3ac00iB.
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3AO Gapmaucamrucckul nlwl IMNC
IopiuMecKitfi anpec:

1106, r. byjancuit, ¥5. chcctypu,30~38 Beinpux 1106, M, . Bynaneurr, syn. Kepectypi, 30-38 Yropuuina
Tencon: (36)-1-803-5554, Tc:m:ml\c (36}-1-803-5556 : Temxbou (36)—1 -803-5554, Teacdaxc: (36)- l-803-5556

thaxrunecknll ahpee:

®amn 100905 _5101A0221 722181Y21 003 001.gif

AT Gapsaucntuannii an0a ETIC -
10PHAINHA WIpCCa: .

: dakminma anpecn: -
1165, r. Bynaneuir, ya. chenubc:mu. 118-120, Beurpua 1165, m, Bynanewr, syn. Bexenstbenai, 118-120, S’ropmsma &EGIS
‘ -

Cepﬂupmcar Kavecrsa / Cepmcbmar akocTi Ne 1794/2021/LM

H; anmuosauue npemps’m* /e
Haiimenysana: npenapary

Cepnsa Nu: / Cepia No:

Homep ananu3a: / Homep ananisy:
AaTa auannia: / Jata ananisy:
Homep pernchauuouuoro

CBHACTENILCTBA: / Homep
pcecrpalunaom nocnumeam.

Cinma nznc'mui/almmuacn. I
Cwm A'Vaxmsmm

. ToKasaTemi’ x.wec-nnl

Hokasnixu axoc'n 3

Onumme npempna. I Sy
Oxmcnpcmpxny: e

Pasmepu: / Poiut ip’n‘i
- Anamerp: [ nidverp:

Tlopnnunocrs aeficTeyromere peutecToa:
(YO-cnextpodotomerpun) /
Incrmudpixauis niiouol pevosimu: (YO-

cnexpodoroMeTpin)

Honaymnvers ncﬁcrnylomero BelecTBA:
(TCX) / Incirrudixauls ailowol pedori:
(THIX)

Ilowmuuom TUTEHA AHOKCHAR B
cocTane 0Ganesinn TabneTscn:
(uunun peu\uun) 2 Iaemmlnxmun
THTANY fiokchay 8 cknaai 06omon
Tabnerki: (Konsopona pcamu)
Konmsecrnennee conepmune

UA/469_1.5

: A.nepmu, Taﬁne'rxu, noxpu'rue rmenoxmon oﬁonoqxoﬁ no§mr NM
- (7x2)m G.nnc'nepax [ Anep3un, Taﬁnenm, BKPMTI TL1BXOBOIO oﬁononxono
10'5 Mr N14 (7x2) y 6nicrepax

5101A0221 JaTa npowssoacrea: / 02.2021.
Iara sipobuuursea:
QC2R/2021/520 TIonen no:/ 02.2026.
IpupaTuuii no:
17.03.2021. KosmuecTso nponyxuiii B 83590 kopo6ok
. cepui/ Kinbxicts nponyxuli B
; cepil: . . _
UA/9862/01/01 ' Homep snuensnn: / ' ML Ne HU-M-EGIS

Homcp nineHair;

Geccpounoe / Homep ceprduxara GMP: /- OGYEV3973-6/2019
. Gescrpoxope Homep ceprudpikaty GMP;

1 TuGnerxa COREPMHUT: AEBOUETHPHINHA aurunpoxyopsas. 5 mr
(uro cooTBercrByer 4,21 Mr NesoueTHpHIuna) /1 rabnersa Micrure:
NEBOUETHPHINHY nnrinpoxnopnx\y 5 Mr (mo nmnosmac 421 wmr
NEBOLIeTHDPH3IIY)

; Pé;ynsnml Hopmut/

Peaynurary Hopmu.

- Covreercrayer/ Renmie i nowrn ﬁem.le _KPYITTHIC - YMEPEUHO ABOAKOBLINYAILIE
7 'Bbmoninac - TaGne ; ‘ oH,

ﬁn wm noutH -fex

‘ 'nowpﬂo ;uaoonymn n&nmm “Bxpiri nmmcoaow oﬁonouxo:o, 603 260
saltae Gc3 2anaxy. I puipywnm 1 oilt croponi TaGneru - - cniuisosaHa
nirepa E, m ikt cropoui - nowep 281

Coorsercrayer/  “oxoane 7,0 mam / Gausbko 7,0 sim

Bianosinac .
Cooraercrayer/ YO cnexrphl NOreMIEHNR MCABITYEMOTO H CTAIIAPTIIOND pacreopos,
Bianosigac CHATHIC OAHOBPEMEHND B nPEnLIAX Annn aoan or 200 no 400 um,
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JIEPYJIKCIIY)XBA
AEPIKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIN OBJIACTI

npocnekT Banepis Jlo6anoscbkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
PO SIKICTb BBE3€NOro B YKpaiHy JikapchbKoro 3aco0y

14.05.2021 Ne 24586/21/10

AJIEP3NH

(HaiiMeHyBaHHS JTixapcbKoro 3acoby 3rigHo 3 peecTpauifiHuM MocBinueHHaM)
Tab.1eTKH, BKPHUTI IILIBKOBOIO 060JI0HKOI0, 10 5 Mr, 10 7 TabJ1eToK y Gaicrepi; no 2 6aicrepn
B KapTOHHiH KopoOui

(¢opma Bunycky, n103yBaHHA, BUA NaKyBaHHS NIKAPCHKOTO 3acoly)

Homep peecrpauitiroro nocsinuenns UA/9862/01/01 crpok aii peectpauiiinoro nocsiguenns 01.01.2099

Cepis nixapcskoro 3aco6y Ne 5101A0221 Kinbkicts BBE3€HOrO Nikapebkoro sacoby 1900
Bupo6auk 3AT Dapmauesruynuii 3aBog EI'IC, Yropiuaa
(naiimeHyBanus BupoGHHKa fikapcbkoro 3acoGy, KpaiHa MOXOKEHHS)
BeeseHo B Vkpainy CrinbHe yKpaiHChKO-eCTOHChKE NINPUEMETBO Y hOpPMi TOBADHCTBA
YKp p Y ¢pop p
3 00MeXKeHOI0 BiNmoBixaIbHiCTIO "OnriMa-®apm, JIT", inenr. kon:
21642228

(naiimenyBanns Ta xoa 3a €JIPTIOY opuandHoi ocobu a6o pisBuILe, iM'A, N0 GaTbkoBi piznunoT
0COo0H - nianpuemus, i MicLe MpoXHUBaHHS Ta peectpauilinuii HoMep 061iKOBOT KapTKy MIaTHUKA
nojarkis abo cepis Ta HOMep nacnopra)

HpoTokon sisyannxore koutpomo six 07.05.2021 Ne 1448/3.

3a pesynbTatamm JEpkKABHOrO  KOHTPOIIO BCTaHOBIICHO, nikapchkuii  3aci6  BBeseHo B Vkpainy 3

AOTPHMAHHSAM BHUMOT 3aKOHO/IABCTBA LIOKO 3a0€3MeYeHHS AKOCTI NiKapchKUX 3aco6iB.

B.o. «ﬁagéﬁbﬂnxa citykGu Onnexciit COJIOJIPAU

(ininiany Ta npissuuie)

(nocanosa 0co6a opraHy AepIKaBHOro KOHTPOIIO)

M.IT.
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JEPHIIKCITY XXBA
JEPKABHA CJIYKXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU
Y JHIITPONETPOBCHKIN OBJIACTI

Jluinpo, ni.CoGopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPITIOY 37070665

BUCHOBOK
Npo SIKICTh BBE3eHOr0 B YKpaiHy JIIKAPChKOro 3acody

14.02.2022 ' Ne 6797/22/04

AJIEP3UH

(HaiMenyranus Jlikapenkoro 3aco0y 3rijtio 3 peccrpauifimuM nocsi14eHHAM)
TabJIeTKH, BKPUTI ILIIBKOBOIO 06010HK010, 10 5 Mr 1o 7 Tabjerok y buicrepi; no 2 daicrepu
B KAPTOHHII xopobui

{tpopma BHITYCKY, JIO3YBaHHS, B HAKYBAHHS :1!<ap(:|,|\om 3aco0y)
Homep peectpauitiiioro nocainqeﬂnﬂ UAE'9862."01:"01 cTpok aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne S422A0321 KinukicTs BBe3enoro jikapeskoro 3acoty 240

- BupoGruk 3AT ®apmanestuununii 3apos EI'IC, Yropuinna

(HafiMeHyBanis BHpOOHHKA JliKapchKoro 3acoly, KpaiHa NoXoAKeHH )

Baeseno B Vipainy ToBapucTBO 3 00MekeHo010 Bixnosinaabuictio ""Benra JIT(", inent.
xon: 21947206

(natimenysanns Ta ko 3a CAPHOY 1opuamnuniol ocobu abo npissuie, iM's, 1o darnronsi
(hiznanol ocobu - nianpuemus, 1i Micue npoxupanug Ta peecrpauiiinuii nomep obnikosol
KapTKH MIaTHUKA nogarkis abo cepid Ta HOMEp nacropTa)

Mpotokoa sisyansuoro koutpomo sia 11.02.2022 Ne 07-01/317/1.

3a pesynbTaTaMH  IEP/KABHOTO . KOHTPOJIKO BCTAHOBNEHO, INO Jiikapchkuil 3acid BBeseHo B VYkpainy 3

AOTPHMAHHSIM BHMOT 3aKOHO/aBCTBA 1010 3a6e3neueHns AKocTi NikapebKHX 3acobis.

Havanenux Jlepaasnoi ciyx0u 3

JKapChKUX 3ac00iB Ta KOHTPOJIIO 3a . .
P P : I0nist OBUAPEHKO

HAPKOTHKAMH y ﬂHlnponeTpOchﬁ oo

oﬁnacn W ot N %

. (nocwmna ocoﬁ opl any ﬂcpwamloro KOHTPOIIO) (l’ti}llMc} 4

HOnis Kodropulikoga +38(066)345-41-71



3A0 ®apmanesTuuecknii 3asoa IFHC
HOPHAHYECKHIT anpec:

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

thakTuyeckuii aapec:

1165, r. Bynanewrr, yn. Bexenbdenan, 118-120, Benrpus

3AT d®apmauesTnunnii 3asoa ETIC

HOpHAHYHA anpeca:

1106, m. Byaanewr, syn. Kepectypi, 30-38, Yropunna
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556

hakTHuHa aapeca: -
1165, m. Bynanewr, syn. Bekensdenai, 118-120, Yropumna ‘EGIS
-l

IMocToporuue npumecn 1. (BIAKX): /
Cynposiani gomimku 1. (BEPX):

- nroban HaeHTHGHUHPOB, npuMech: /
Oyns-aka inenTHiKoB. fOMillKa:

= moban HeuaeHTHGHUHPOB. MpUMecs: /
Oyab-axa HelaeHTH(IKOB. noMilKa:

- cymma npHMeceii: / cyma AOMiloK:
MocToponnne npumecn 2. (BIAX) —
COePAKAHHE IHAHTHOMEpA: /

Cyniposiani nomimku 1. (BEPX) —

BMICT eHaHTiOMepa

D- yernupuzuna: / D- yemupusuny:
PacTeopenne (nepexon aeiicreyrowmero
BELIECTBA B PACTBOP):
(Y®-cnexrpodoromerpun) / Posuunenns
(nepexin Ai040T peuoBHHH ¥ po3ynK): (Y-
cnexrpodoTomeTpin)

Cpeannan macca: / Cepeans maca:
Oauepoanocts maces: / OaHopianicTs
MACH:

Copepxanmne soasi (Turp. mo meroay K.
@umepa): / Bmicr Boau (THTD. 3a MeToAOM
K. diwepa):

OaHopoaHOCTH J03HPOBAHHA:
(Y®-cnexrpodoromerpun)
(oanopoaHoCTL copepxanun) /
OnHopiaHicTs 103yBanHs
(Y-cnextpodoTomerpis)

(oaHOpiaHICTE BMiCTY)

Muxkpobuonoruyeckan yncrora's /
Mikpobionoriyxa uucrora':

- o6mee yHea0 a3pobubIX
mukpooprannimos (TAMC): / zaransna
KiNBKicTh aepOGHHX MiKpOOpPraHisMis
(TAMC):

- obuwee yneno rpubos (TYMC): /
3arajibHa KinbkicTs rpubis (TYMC):

- Escherichia coli:

Paimep u THN ynakosku: /
Posmip i Tin ynakosku:

*: AV — ponyctumoe oTkinonenue, M — pexomenayeman senuunna / *: AV - jonycetume Biaxwienns, M -
!': Henvimanua nposodam 0na nepsvix mpex npoussodcmsennsix cepuii, 3amem oaa kancdoli decarsi
paza 6 200/ ': Bunpobyeanns npogodsms Onn nepuux mpsox SUPOGHUNLX cepiti, RONIM ONA KOXCHOT

pasy na pix

UA/0469 1.5

LM

AJiep3uH, TabJIeTKH, MOKPBITHIE NJEeHOYHOI 0060J104K0ii mo 5 mr N14 (7x2)
B Gancrepax / Anep3un, TabneTku, BKpUTI IIIBKOBOK OB0JOHKOI MO 5 Mr
N14 (7x2) y 6nictepax

Cepusn Ne: / Cepia Ne: 5422A0321

<0,05 %
<0,05 %

<0,1 %

0.3 %
90-101 %
§§=94%

99,2 mr
Cooreertcrayer /
Bianosinae

4,0%

AVig=39

< 10/r

< 10/r

CooTtsercTByeT /
Bignogigae
Cooteercrayer /
Bianosinae

(Koauwecmso  npuMecell  GLIPANCEHO 8  nepecueme  Ha
nesoyemupuIuna duzudpoxnopud) / (kinbkicme COMIiUOK BUPANCEHO &
NEPEPAxyHKY Ha N€SOYEMUPUIURY OuziOPOXIOPUD)

He Gonee 0,20 % / ne Ginpwe 0,20 %

He Goaee 0,10 % / ue Ginpwe 0,10 %

He Go.1ee 1,0 % / ne 6inswe 1,0 %

ne Gonee 1,0 % / He Ginswe 1,0 %

He menee 75 % (Q) 0T HOMHHAABLHOTO KOHYECTBA AEHCTBYIOWETD
BEWIECTBA A0AHO nepeiitu B pacreop 3a 30 mun / He menwe 75 %
(Q) Bin HOMiHANBHOT KiNBKOCTI AiFOYOT PEYOBHHH Mae€ mnepeiTH B

po3unH 3a 30 x8

100,0 mr £ 7,5 % (92,5 - 107,5 mr)
OrK/I0HeHHE 0T cpeaHeii Macchi:

ana 90 % (18/20) vabnerok — He Gosee = 7,5 %;
ana % (2/20) Tabnerox — He Gosee £ 15 % /
BigxuieHHs Bin cepesHbOi MacH:

ans 90 % (18/20) rabnetok — He Ginbiue + 7,5 %;
ang % (2/20) rabnerok — He 6inbwe + 15 %

He Gonee 7,0 % / ue Ginpwe 7,0 %

coraacio Esp. @apm.:
AV < 15 (n = 10), ecau ycaoBue He Bbinojuaerca, 70 AV < 15

(n = 30), u ans 30/30 Taba. nokp. 06. KoHuECTBEHHOE Coqepkanme
.ueﬁcraylom,ero BELUECTBA J0/LKHO HAX0AHTHECA B HHTEpBATE
0,75%M — 1,25xM* /

riaHo €8p. Papm.:

AV =15 (n = 10), axwo ymMoBa He BUKOHYEThCA, T0 AV < 15 (n = 30), i
mns 30/30 Tabn. Bxp. 06. KinbKicHHil BMIiCT 1il0MOT PEYOBMHM Mae
nepebypaty B iHTepsani 0,75xM - 1,25xM*

e Gosee 10° 8 1 r npenapara / we Ginbwe 10° B | r npenapary <

e Gostee 10° 8 1 r npenapara / we Ginswe 10?8 | r npenapaty
oTcyYTeTBHE B 1 r npenapara / BiscyTHicTs B | r mpenapary
ITo 7 rabnerok B Gancrepe; no 2 6ancTepa B Kaprounoii kopobke; ¢

MapKHPOBKO# Ha yKkpaunckom sseike / [To 7 TabneTok y Gaictepi; no
2 DaicTepH Y KapTOHHIH KOpPOOLL; 3 MAPKYBAHHAM YKPATHCHKOK) MOBOIO

REDENCE 0OHO20
HE -\ e 00HO20
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3A0 ®apmaunesTuueckuii 3asoa IIHC
OPHAHYECKHH anpec:

3AT ®apmauesTuunnii 3asoa EI'IC -

IOpHHYHA anpeca:

1106, r. Bynanewr, yn. Kepecrypu, 30-38, Benrpua 1106, m. Bynanewr, syn. Kepecrypi, 30-38, Yropunna

Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556 Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556

(haxTHyeckuii anpec: (haxTHuHa anpeca: —_—p

1165, r. Bynanewr, yn. Bekensdenan, 118-120, Benrpun 1165, m. By aanewr, syn. Bekensdenni, 118-120, Vropumna (EGIS
-l

Ceprudukar kayecrsa / Ceprudikar sixoceti Ne 4925/2021./Smaza

HaumeHosanne npenapaTa: /
HaiimenyBaHHs npenapary:

Cepus Ne: / Cepin Ne:

Homep ananmusa: / Homep aHanizy:
JlaTa anannsa: / Jlata aHanisy:
Homep perucTpauHoHHOTO

cBuaeTenibeTBa: / Homep
peecTpauifHoro NocBiAYeHHs:

AJlep3HH, Tab/1IeTKH, NOKPLITBIE NJIeHO4YHOI 060104Ko0ii mo S mr N14
(7x2) B 6imcTepax / Anep3uH, TabieTKH, BKPUTI MIIBKOBOIO 000JOHKOIO
no 5 mr N14 (7x2) y 6aicTepax

5422A0321 JlaTa npou3poacTBa: / 03.2021.
Hara BupobHuLTRA:

QC2R/2021/1240 Touen no: / 03.2026.
[pupatauii no:

05.06.2021. KoamHuecTBO NpoayKUHH B 89 680 kopobok
cepun:/ Kinbkicte npoaykuii B
cepii:

UA/9862/01/01  Homep auuensun: / ML Ne HU-M-EGIS

Homep aiueHsii:

Cpok gelicTBHs per. cBHAeTenbcTBa: /  Geccpodnoe / Homep cepruduxata GMP: / OGYEI/3973-

Tepmin aii peecT. NOCBiIYeHHA:
Cuna neficTBHS/aKTHBHOCTD: /
Cuna aii/akTHBHICTE:

Ioka3zaTenu KayecTBa/
IMokasHHKH aKocTi

Onucauwe npenapara: /
Onuc npenapary:

Pa3zmepsi: / Poamipu:
- auamerp: / giamerp:

TMognnunocTh AeiicTBYHLIETD BELUECTBA:
(YD-cnexrpodoromerpusn) /
Inenmudpikauia nirodoi peuosunu: (Y-
cnexTpodoToMeTpin)

IMoaauuHOCTE NeiicTBYIOMEro BelecTBA:
(TCX) / Laentrdpikauis aito40i peyoBHHH:
(THIX)

IMognHHHOCTL THTAHA AHOKCHAA B
coctape 06oa0uKn TabaeTKu:
(usernas peaxumn) / laentudikauis
THTaHy JIOKCHIY B CKAai 0B0I0HKH
TabneTiku: (KONLOPORA peakuia)
KonuyecrsenHoe cogepRanne
NelCTBYIOLIEr0 BeUleCTBa
(Y®-cnexrpodoromerpusn): /
KinexicHuii BMicT nirovoi peqoBuHM
(Y®-cnexrpodoromerpis):

UA/0469 1.5

LV

Ge3cTpokoBe Howmep ceprudikaty GMP: 6/2019

1 Tabaerka COACPXKHT: JIeBOUETHPH3MHA [AMrHApoxJopHaa S wmr
(yTo coorBercTBYeT 4,21 Mr neBoueTHpuauna) / 1 TabneTka MiCTHTE:
NEBOLIETHPH3HHY aMrigpoxiopuay S5 wr (mo Bignosigae 4,21 wMr
JIEBOLIETHPH3HHY )

PesyabraTbi/ Hopmul/
PesynbTati Hopmu

Cooreercreyer/ benabie mau noutH Genbie Kpyrable YMEpeHHO ABORKOBBITYK/IbIE

Bianosinae TabneTkn, NOKpbITbIe MWieHo4HOH oGonoukoii, Ge3 mwam noutu Ges
3amaxa. I'pasupoBka Ha oaHON cTOpoHe TAG/IETKH — CTHIH30BAHHAH
Oywea E, na apyroii cropone — vomep 281 / Bini abo maibxe 6ini kpyrmi
NOMIPHO JBOOMYK/ TabneTkH, BKPMTI IUiBKOBOIO oBonomkoio, Oes abo
maibke Ges 3anaxy. ['pasipyBanHs Ha oaHiil cropoHi TaGneTky - cTHII30BaHa
nitepa E, Ha iHwiif cropoHi - Homep 281

Coorsercrsyer/ oxomo 7,0 mm / Gaussko 7,0 Mm

Binnosinae

CooreercTByer/ Y cneKTPhI NOTI0UIEHHA HCNBITYEMOr0 H CTAHJAPTHOIO PACTBOPOB,

Binnoginae CHATLIE O/HOBPeMEHHO B mpegenax AauH Boau ot 200 go 400 um,
AOEAHBI MMETh 0AHHAKOBYI0 hopmy Kpusoil. Makcumym norsowmenns
AOJLKEH HAXOAWTHCA NpH jauHe Boanbl 231 + 2 um / Y@ cnextpn
NOTJIHHAHHA BUIPODOBYBAHOIO i CTAHAAPTHOIO POIYHHIB, 3HATI OHOYACHO B
Mexax J0B¥HH XBHIb Bid 200 no 400 HM, MOBMHHI MaTH O/HAKOBY (GOpPMY
KpHBOT. MakcuMyM MOM/HMHAHHA NOBHHEH IHAXOAMTHCA P AOBXKHMHI XBHII
231+ 2um

Coorsercreyer/ OcHOBHOE MATHO HA XPOMATOrPAMMeE HCNIBITYEMOIO0 PACTBOPA MO WBETY

Bignosigae W BeqMyuHe Ry  [10/DKHO COOTBETCTBOBATH OCHOBHOMY NATHY Ha

XpoMATOrpaMMe CTAHAAPTHOTO PacTBOpPA / OcHoBHa mIAMa Ha
xpoma'mrpam BHNPOOOBYBAHONO PO3YMHY 34 KOMBOPOM | BemmruuHO0 Re Mae
BiZMOBiNATH OCHOBHIH MIAMI HA XPOMATOIPaMi CTAHJIAPTHOTO PO3UHHY
Coorsercrayer/ LlBeTHan peakuus N0kHa ObITh monoxuTensHol (B pesyasraTe
Bianosinae HCMIBITAHHA NOJIYYEHHBIH pacTeop npuobpeTaeT opaHkeBslid user) /
Konsopoa peakuis nosuHHa Gyt mosutueHoro (VY pesymnbrati
BUNPoOYBaHHA OTPHMaHUI po3uuH HaOyBae moMapaHveBHH KOMIp)

npu ssinycke: 6 KOHUe cpoka 200Hochul:/
npu BUNVCeKy: 1 Y
100,6 % 95,0 - 105,0 % _
5,03 mr/rad. 5,00 mr£5 % (4,75 - 5,25 mr) )
/eBOUETHPH3IHHA AHTHAPOXS) ‘tiﬁn”&e&pﬂﬂ. 16 u o /
NIEBOLETHPHIHHY AHTiAPONNS] ; Eﬁf BKP. 060N0HKO)
RNk

2184730
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