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AEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTUKAMHA V KAIBCHKIIT OBJIACTI

npos. Ceirmiumol Haxil, 3, M.Kuig, 02099, Ten/darc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPITOY 37078774

BHCHOBOK
NPO SAKICTE BBE3EHOI0 B Y KPaiHYy JiKapchKoro 3acofy

04.09.2023. Ne 42675/23/10

RIOCTHUIBETITE®

(HaitmMelyBasHa TIKapCEROTG 3acofy 3riTHO 3 PeCCTPAriiHIM OCRIAYEHHIM)
TabgeTka mo 50 mry no 10 TabaeTok y duiakori; no 1 duiakouy B kaprouniii ynaxosni

(PopMa BHEYCRY, A02YBAHRA, BUA HAKYBAHHA MiXapesKkora 3acoby)

Homep peectpaniiinoro noceizuenns UA/4600/01/01 crpox aii pecctpaniiisoro mocsinuenns 01.01.2099

Cepia nigapcskoro sacoby Ne N12C0223 KinbkicTs BreaeHoro nixapeskoro sacoby 150
BupoGmik 3AT apmauesTHunui 3asog EI'IC, Yropmuna
(nafiMenypaxHa BRpoOHUK: MiKAPCEROT0 35000y, KPAlHA OXOLKEHHN)
Bseseno B Yxpainy CninbHe yRpaiHCHKO-ECTOMCHKE HIANPHEMCTRO Y Gopmi TOBApHCTBA
3 obmexenroro BinnoginaaeicTio " Onrima-®apm, JITA", ineur. xon:
21642228

(Haiimenyeanna Ta w04 3a €JIPIIOY ropuanuHol ocodir abo npisemme; iM's, no BaThKoR] Gizsrunol
ocobn - nianpuesus, T Micle NpoxUBaHHA TA peccTpaniiinuit HoMep o6niK0BOT KAPTKI MATHIKA
nogaTsie aboe cepist Ta HoMep HacnopTa)

Oporoxea sisyanssore Konrpoaso pix 30.08.2023 X 2689/17.

Ja pesyAbTaTaMH JEDAABHOIO KOHIPOIO BCIZHOBAEHO, INO JRikapchriit 3aciD Beeseno »  Yipainy 3
ACTPEMAHMHAM euMor 3ak0HOAARCTBA IRoA0 3abesnedenHs AKOCTI NKAPCEKHX 3ac06iB,




3A0 @apmauesTHueckuit sason STHC
OPHAAYECKHHA apec:

1106, r. By nanemir, yn. Kepectypn, 30-38, Beurpua
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
daxruyeckuit ampec:

9900, r. Kepmenn, yn. Mamaw kupai, 635, Benrpus

HanmenoBanue npenaparTa: /
HaiimMeHyBaHHA penapary:
Cepus Ne: / Cepis Ne;

Homep anann3a: / Homep amanisy:
HaTta anannia: / [lata aHanisy:

Homep perseTpannoHHoro
cBHeTebcTBA: / Homep
peecTpalifHOro MOCBiT4EHHA:

Cpox feficTBUA per. cBHIETeILCTBA; /
Tepmin aii peect. nocBiqueHHs:

Cuna 1eficTBHSI/aKTHBHOCTS: /

Cuna nii/aKTHBHICTS:

IToxkazarenu KauecrBa/
Ioxkasuuky gxocTi

Onucanne: / Onuc:

Pa3smepnr: / Posmipn:
- AHameTp: / miameTp:

Ioanunuocts 1: (TCX) /
Inentndixauia 1: (TLIX)

Hoanuunoets 2: (HBeTHAR peakuns) /
Inenudixauis 2: (konwoposa peaxitis)

KosmmuccTBennoe conepxanne
AeHCTBYIOIET0 BewecTBa: (THTPHMETPHRA) /
Kinskicauit BMicT Air0901 peaoBHHH:

(TuTpOoMeTpis)

Copepxanne Z-n3omepa KioMudena
uaTpata (BIXKX): / Bumict Z-isomepy
KioMigeny mutpary (BEPX):

Hocropounnue npumecn (TCX): / Cynposimmi

aomimmky (THIX):

- N106an eAHHNYHAR ApAMeck: /
Oy Ap-fika ONHHMAYHA JOMIIlKA;

- CyMMA npumeceii: / cyMa noMilox:
Pacteopenne: / Posuunnicts:

Cpennan macca: / Cepenns maca:

UA/0439 14

3AT ®apmanestaunnii 3asoq EI'IC
KOpPHIMYHA anpeca:

1106, M. By zanewr, Byn. Kepecrypi, 30-38, Yropimmna :

Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
(haxTHyHa anpeca:
9900, M. Kepmeng, Byn. Maram xipa#, 65, Yropmuna

£,
EGIS
&

Ceprudukar kavectsa / Ceprudixat sxocti Ne 2016K/2023/MJR

Knoctuabernt®, Tabnerkn no 50 mr Ne 10 o dnaxone /
Knoctun6erit®, Tabnerku no 50 mr Ne 10 y naxoni

N12C0223

KGY/2023/1826

04.04.2023.

UA/4600/01/01

Geccpounoe /
6e3cTpoKoBe

JMaTa npouspoactea: / 02.2023.
Harta BupoOGHHIITRA:
I'onen po: / Ipunatauii no: 02.2028.

KonnuyecTBo npoayKiuy B
cepnn:/ Kinbkicte npoayknii B
cepii:

Homep nuueniuu: /

Howmep ninensii:

7850 yniakoBok

ML Ne HU-M-EGIS

1 Tabnerka conepxuT: KaoMupena uuTpaTa 50 mr /
1 TabneTka MicTHTE: KnoMideHy muTpary SO Mr

PesyabTaThl/
PesynsTarn

CootsercrByer /
Bimnosinae

Cootsercrayer /
Binnosiaae
CooTBeTCcTRYET /
Bianosinae

Coorsercreyer /
Bianoginac

49,7 mr/rabn.
99,4 %

45,2 %

Hopmsi/
Hopmu

Kpyriasie, nnockue tabaerxu ¢ dackoii, ¢ rpaBuposkoli B Buac
«CLO» na opmuoii cropone, Gemoro, xKearopare-6es1oro, HIH
cepoBaTo-Oestoro npera; 6e3 non nourn Ges 3anmaxa / Kpyrui, mnocki
TabNeTkH 3 ackoro, 3 rpariropantaM y Buriaai «CLO» na ogHomy 6oui,
6istoro, xoBTYyBaTO-GisNIoro, a60 cipypato-6inoro kosopy; 6e3 abo Maiixe
Oes sanaxy

oxo.s10 8,0 mm / 6mu3bko 8,0 Mm

OcHoBHOE NATHO HA XPOMATOrPAMME HCMBITYEMONO pPacTBopa «A»
AGIKHO N0 Pa3MeEpaM, HBETY H BeaHYHHe R; COOTBETCTBOBATL
OCHOBHOMY NATHY HR XPOMATOIPaMMe CTAHAAPTHOTO pACTBOpa
aeiicrayroutero Bewecrea «B» / OcHobua mnaMa na XpoMarorpami
BUTIPOGOBYBRHOTO pO3YHMHY «A» Mae 3a poaMipamu, KONEOpOM 1
BemyHHOI0 R Bignomimat® ocHOBHEIN miAMi Ha xpomartorpami
CTAHAAPTHOTO PO3YMRY Ail0401 peuoBHHH «B»

B pesynabTaTe peakmHu co CMeCLIO yKCYCHBI RHTHAPHA/NHP HIKH
1/5 (o/0) pacreop npnobpeTaer Temuo-kpacusiit uBer / V pesymsrari
peakuii 3 cymimmio ouwrosmii anriapum/mipuaun 1/5 (0/0) posuun

HabyBa€e TEMHO-9EPBOHOIO KONBOPY
npu evinycke: 8 KoHue CPOKa 0oHocmu Y/

npY SUNycKy: HANnPUKiKyi mepMiny npudamuocmi:
S50 mr£5% S0mMr+5%-10%

(47,5 -52,5mr) (45,0-52,5 mr)

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

KnoMHdena uuTpara/rabnerka / xnomidgeny unrpaty/Tabnerka
30,0 - 50,0 %

(Konuuecmeso npumeceil evipajceno e nepecueme Ha KnioMugpena
Kumpamy) / (kinokicmy QOMIUOK BUDAdICEHO 6 NEPEPAXYHKY HA KAOMigherHy
wumpam)

ne 6osee 1,0 % / we Ginnme 1,0 %

ue Gonee 2,0 % / ne Ginbme 2,0 %

ne menee 75 % (Q) oT HOMHHAIBHOTO KoH4eCTRA AeHCTBYIOLIEro
BEILECTBR N0/IKHO mepeiTH B pacTrop 3a 60 Munyy / He Merme 75 %
(Q) Bix HoMinamLHOT KiBKOCTI Ai0YOT PedOBHEM Mac NEPERTH B PO3UMH
3a 60 xBuIMH

200,0 mr £ 7,5 % (185,0 - 215,0 mr)
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3A0 dapmauesTHuecknH 3aBoa ITHC
HOPHIMYECKHI ajpec: -

1106, r. Byaanem, yn. Kepecrypn, 30-38, Benrpus
Tenedon: (36)-1-803-5554, Tenedaxe: (36)-1-803-5556
dakTHveckuit axpec:

9300, r. Kepmena, yn. Matam kupaii, 65, Benrpas

IOpHANYHA RIPeca:

(axTHuna agpeca;

3AT ®apmanesTaynuit 3ason EI'iC

1106, M. By aanewr, Bya. Kepecrypi, 30-38, Yropuuna
Tenedon: (36)-1-803-5554, Tenedake: (36)-1-803-5556

9500, M. Kepmenn, Byn. Mamim kipals, 65, Yropinuaa

EGIS
&«

Knoctunbernt®, Tabserkn no 50 mr Ne 10 Bo dpaakone /
Knoctunberir®, rabnerku no 50 mr Ne 10 y duraxoni

OanopoanocTn Macesi: / Cootsercrayer /

Onnopinuicrs Mach: Bianosinae

Herupaemocts: / Ctupanus: 0,2 %

IloTeps B Macce npu BeICYIMBAHHMK: / 4,2 %

Brpara B Maci npu BUCYnIyBaHHi:

OnnopoanoeTh J03HPOBAHHBIX eqHHHIL: / AVio=1,2

OnHopinHicTs K030BAHNX OXHHMIIE:

Muxpobuosoruyeckan uncrora! (KOE/r): /

MikpoGionoriuxa uncrora! (KYO/r):

- 06ee 4HC10 23p06. MUKpOOPraNH3IMOB < 100/r

(TAMO): / 3aransna KimsKicTs acpof,

Mikpooprarismis (TAMC);

- 06uiee yncao rpubos (TYMC): /3aranena < 100/r

Kinekicts rpubis (TYMC);

- Escherichia coli: ‘CooTserctayer /
Binnosinae

Pa3mep u Tun ynaxosxn; / Cootsercrayer /

Po3smip i Tun ynaxosxu: Bimnosinac

Cepust Ne: / Cepia Ne: N12C0223

OTKJIOHEHHE 0T cpenneii Macchr:

ana 90 % (18/20) TaGaerok - ue Gonee x 7,5 %;
s 10 % (2/20) Tabnerox - e Gonee = 15 %, /
BIIXMICHHS Bifl cepeannoi Macu:

s 30 % (18/20) Tabnerok - He Ginsme + 7,5 %:
s 10 % (2/20) rabnerox - He Ginbme + 15 %

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

He GoJree 5,0 % / ue Ginsie 5,0 %

AV = 150 (n=10), ecan ycnoBHe He BLINOAHAETCA, To
AV < 150 (m=30), u ane 30/30 Tabnerox KoJHYECTBEHHOE
CoAepAKAMHe [ReHCTBYIOMIEr0 BEemIECTBA JOJUKHO HAXOAHTHCH B
uuTepsane 0,75xM — 1,25xM / AV < 15,0 (n = 10), saxmo ymoBa He
BUKOHYETRCH, TO AV < 15,0 (n = 30), i ang 30/30 TabneTok KidbKicHuif
BMICT 0901 peuoBHHH Mac nepeysary B inreppani 0,75xM - 1,25xM

ne Gosiee 10° B 1 r npenapara / He 6inswe 10° 8 1 r npenapary

ne Gonee 10° 8 1 r npenapara / ye 6insme 1028 1 r npenapary
OTCYTCTBHE B 1 r mpenapaTa / BincytHicts B 1 r npenapary

o 10 TaGneTok Bo duraxone; no 1 duiaxony B KapTonHoil ynakoske;
¢ MADKHPOBKOH HA YKpaHHCKOM f3bike / [lo 10 Tabnerox y dnaxosi;
no 1 dnakoHy B KapTOHHIN YNakoBlli; 3 MapKyBaHHAM YKpaiHCBHKOO
MOBOKO

's ucnsimanue nposodnm ona I1-oii cepuu z00a, 3amem dna xaxncdoii 10-0ii cepuu 6 200 / '; aunpobyeanns npoeodams ons I-of cepil poxy,
nomim ors xoxcror 10-ii cepir e pix

Hacroswnm g ynecroBepsio, uT0 npueeaeHHas Bbimme HHGOPMRUHA ABIAECTCA A0CTOBepHOH M Tounol. Dra npoaykuus Onuia
Npou3BeacHa (BK/IIOYAH YNAKOBKY/MADKHPOBKY) H NMPOBENEH KOHTPO/IbL €6 KAMECTBE HA BBILIEYNIOMAHYTOM YUYACTKE B NOJIHOM

cooTBeTCTBHH ¢ TpeGoBanmnamu GMP,

YCTAHOBJICHHBIMI MCCTHLIM DETYJIATOPHBLIM OPFaHOM, 2 TAKKE COIVIACHO CneundHKAIHH,

COAepKaMIeHCA B perucTpannontom focke. IIpoTokoanl Npon3BoACTEA, YIAKOBKH H 8HANH30B GLUTH NECPECMOTPCHBI H YCTAHOBICHO

coorBercTeHe GMP / Ilum s 3acsiguyro, o

HaBefieHa Bume ingopMaltis € BocToRipHOIO i TouHOK. Lo

Ipoaykuito 6yN0 BHrOTOBIEHO

(BKMOUAIOYH YNaKoBKY/MapKyBaHHs) i IPOBEAEHO KOHTPO/D ii AKOCT HA RAINE3rafanill AinsHui B nopuil BiAmoBIAHOCTI 3 BUMOramMu GMP,
BCTAHOBEHHAMHU MICUEBHM PETYJIITODHHM OPraHOM, a TAKOX BiATIOBLIHO 10 crenmdikauii, MO MICTHTECH B peecTpauifHOMY AOCHE.
[TpoToxonu BUPOOHHITEA, YIIAKOBKM Ta aHANI3IB 6yn0 nepernAHyTO i BCTAHORNEHO BimMIOBiAHicTs GMP
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