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CEPTH®UKAT KAYECTBA

HaumeHoBanue ToBapa:

YPCOCAH® ®OPTE, ra6aerks, NOKphITEE MIeHOYHOIT 0Go104K0#H, S00 Mr

Hmnoprep:

' Yemckaa Pecnybauxa

Homep JHUIEH3HH:

Ne sukls309190/2020

Cepus ToBapa Na.:

9830521

Vnakoska:

50 Tabnetox

JlaTta npoH3BOACTBA:

05.2021

Cpox roaHOCTH:

05.2026

JlaGopatopubiii anaau3 Ne.:

691/21

Hara:

29.06.2021

MHH:

Ypcone3okcuxoieBas KMCIoTa

Hassanue dapm. cyOcTaHUHH!

choneaoxcnxonesan KuciaoTa

Ipoussoautens dpapm. cyberanunn

ATIN Kopnopeiiux

« THTaHa JHOKCHI

XPOMETOTPAMME KCHBITYEMOTO PACTBODA
AOIAHO COOTBCTCTEOBATL BPEMEHN
YAEPHUBAHUE OCHOBHOTO ITHKA Ha
XPOMATOTPAMME CTAHAAPTHOTO PacTeopa A
KauecTsenitan peaKims ¢ Bojjopoia
NEPOKCHAOM: AOITAHO NOFBHTHCH HENTOE
okpaliMBanue

Hoxazareau | Hopmma Pe3yibTaThl aHajH3a
OnscaHHe | TebneTku, NOKPHITHIC MACHOYHOR OGONOYKDH, | COOTBETCTBYET
Benoro wau nowry Geaoro nsera,
JIBOAKOBLINY KIBIE, TPOJONTOBATOH GOPMEL, C
Haceukoil ¢ oanolt croponsl B rayGokoH
pasgeasioliet puckoi ¢ apyrolt croponsl. Ha
L n3a0Me 6CA0T0 WK NOYTH €00 KaeTa
HoaaunuocTs:
- ypeonesokeHxoiesas kucora BDAKX | Bpems yrepxubanug OCHOBHOTO KA Ha COOTBETCTRYET

COOTBETICTBYET

Cpeauns macca | 655,5-724,8 mr 701,00 Mr
H 0AHOPOZHOCTL NO MaCce | 18/20 Tabn, — ne Gonee £ 5 % | COOTBCTCTBYCT
2/20 1afn. ~ ne Gonee £ 10 % | cveTBETCIRYET
. Pacrsopenune BIKX He menee 80 % (Q) C2aHa004
(ypCOAE30KCHXONEBOH KHCNOThI) yepes 45 {98 9%
MHH, ;
MuxpobuoiorHyecKas 4HeToTa Ph.Eur.
- ofittiee uBENO AIPOGHBIX ue 6osee 10° KOEA | < 10 KOEr
MHKPOOPraHH3MOB
- ofitiee yueno apoxckeli i rputon ue Goaee 10° KOE/r L < 0 KOET
- Escherichiacolin l r otcyvicTYeT (2.6.131 | OTCYTCTBYET
OaHOPOAHOCTE AOIHPOBAHKA Ph.Eur., AV - 1i¢ Gonee 15,0 1.2
KonnuecTsenioe onpejesiexHue Ot 95 % no 105 % 0T HOMUHATBHOTO |
| ¥PCOZe3DKCHXONeBOl KHCOTH B KOAHYECTBA VPCONCIOKCHNONCBOH XHCNOTRI: 4982 mr |
__oamofi Tabnerke BIAKX 475.0 - 525.0 Mr yDCONE30KCUNOAEBON KHCAOTLI ;
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Hopmm

. Vnaxoeka

Mapkupogks

Pe3y.r|b'ra“rb1 aHaIu3a

I]o 10 Ta6neTok B KOHTYPHYIO SUERKOBYK)
ynakoBky (Oaucrep) u3
NBX/TIBAX/amomunnesoii ¢ponsru.

I10 5 KOHTYPHBIX SHEAKOBLIX YNAKOBOK
(GancTepos) BMecTe © MCTpYKUKEH N0
NPHMCHCHHIO NTOMCLIAIOT B KapTOHHYIO [1a4Ky

| COOTBETCTBYET
. o 10 Tabnetok B KoHTYpHYIO A4eliKOBYIO

YNaKoBKY (GaucTep) H3 !
TIBXAIB/IX/amomusneroil doters.
ITo 5 KOHTYPHBIX FUEfKOBEIX YNAKOBOK
(6nmcTepoB) BMECTE © HHCTPYKUHEH Ti0
NPHMCHCHHIO B KanTOHHOH nayke

“Ha KOHTYpHOMU AHCHKOBOH } naKoske

. (6nucTepe) Ha pycoKkoM si3nike YKAIBIBAIOT:
|~ TOproBOe HAHMEHOBAHHE Npenapara ¢
| MpeIynpeanTeNbHOH MapKHposKkol ®,

— AO3HPOBRY,

- — HEMMEHOBAHHE LEACTBYIONICIO BELUECTRA H
| ero conepxanye 1 Tabuerye,

| — JICKapCTBEHAYIO dopmy,
| = KOIMYecTBO TabneTox B |

KOHTYpHOT

| a4elkosoit ynaxoske (6nuciepe).

| — HAHMEHOBAHHE BAAAEIBLA

~ HOMED CepHH,
= «TOLEH 0%,

| PCrHCTPAUMOHHOTO ¥AOCTOBLPCHHS,

— JIOFOTHI BAANCABLA PETHCTPALHORHOTO
YIOCTOBEPCHHS (HR GHITIHHCKOM 33bIKE),
Ha kapronnofi nayxe na pycckos s3mike

| YxaswBaOT (HaankcH AySanpyioTes Ha

| HIIHACKOM fA3kIKE):

- TOProOBOro HaHMEHOBAHNA Ha
| CIpEeaynpeauTeabHoH Mapk

| — OO3HPOBKY,

~ TOProBoe HaHMEHOBAHKE Jpenapara (/s
PYCCKOM A3bIKE
ipoBkoi ®),

- MHH

— HAHMCEHOBAHKE NEHCTBYROLLEIO BELIECTBY U

- ero cosepxanue B | tabaeTke,

— IEKapCTBEHRYIO hopMy,

| — KoaudecTso Tabnetok B | KapToMHO# Hauke,

— npeaynpenuTensibie Hanniich: «He

| TIPHMEHST [10 HCTEYSHHH CPOKA FOAHOCTH
. «XpauuTh B HCAOCTYRHOM A1 deTel MecTe!y,

- = cnocob npuMenenus: «/lna
| BUYTPB.»,

| — YCnoBHA OTNyCKa.
|~ YCIOEHA XPAHEHHS,

npuema

— HaMMCHOBanHEC M aapec npo u3BoAMTENN/

| BAAaCThlla pErHCTPalHOHHKOD

| ynoctopepenus,

| = JIOTOTHN BJIANENbUA PETHCTPALIHOKHOIO

| — KOul THROTPadHH, MecTon(

YAOCTOBREPCHHR (HA BHIMHACKOM 83bIKe),

— HOMED PETHCTPALIHOHHATO Y TOCTOREPEHHUS
(M@ pycckoM s3bIke),
— HOMED CepuH,

~ CPOK MOIHOCTH,

— WTPUX-KOJ,

~ dapmakon(st),
NOKEeHHe
KOTOPbIX MOKET HIMEHSTHCS,

. JlonosHHTEIEHO MORKeET YKa3hBaThCA

| undopMauna a3 MOHHTOPHH

a IBHKEHHUA

| JeK4pCTBEHHOTO MPENapaTa o1

NPOH3BOIHTENA /10 KOHEHKEOIQ IlOTpcﬁHTCJ'IH.

JlaGopatopHeiii ananus Ne.: 691/21

| ero cojiepxkaumc B | TabneTke.
| — nekapcrsentas dopMa,
| — KONHYeCTBO TabaeTok B | KoHTypHOii

~ HEUMCHOBAHHC BRALC/IblLA

| YAOCTOBEPEHHA (Ha aHTIHICKOM A3IBIKE).
| Ha xaprauuoii nauke Ha pycckom asbike

| - AO3HPOBK,
|~ HAHMCHOBaHHE A¢ACTBYIOWETO BEILECTRA M
| Ero cojepxkanue B 1 Tabnetke,

| - nexapcrBexuan Gopma,

COOTBETCTBYET 1
Ha koxtypHoH suclixoso#i ynakoske
(6amcTepe) HA PYCCKOM H3BIKE: H
= TOpProBoe HAMMEHOBaHHE Npenapara ¢
npejynpeaurensHoft Mapkuposkoh &,

~ JIO3HPOBKA,

= HAUMCHOBAHHE nes‘icrsymw.ero BCLUECTBA H

A4eikoBoH ynakoske (Gaucrepe),
— HOMEP CEPHH,
— «TOJCH 0w,

PETHCTPALHOHHOTY YAOCTOBEPEHHS,
= JIONOTHII BAACABUA PEIHCTPALHOHHOTO

{HaanucH AYGNHPYIOTCR Ha AaHTITMACKOM
A3bIKE):

— TOPIOBOE HAaHMEHOBAHHKE Npenapara (118
TOProBOr0 HaWMEHOBAHMS HA PYCCKOM H3bIKe
¢ MPCAYNIPEANTENLHOA MaPKHPOBKOH ®),

- MHH,

- — KonryeeTno Tabnetox 8 1 KapTonHoH navke,

= npeaynpeauTenslibiec HaanucH: «He
[PUMEHATE 10 HCTEYEHWH CPOXA IOJHOCTH ),
«XPaHHTH B HEJIOCTYITHOM LIS NeTel Mecre!y,
- enoco6 nprMencHua: «Ina npuema
BHYTPL.»,

| = YCIOBHA OTNYCKA,

| — YCIOBUS XpaHCHHS, i
|~ HAHMEHOBAHUE W ATPEC IPOHIROANTENS/ |
| BAGENbUE PErHCTPAHOHHOMO

| yaocToBepenus,

— AOTOTHI BIAENbLUA PEIHCTPALTHOHHOTO
YAOCTOBEPCHHA (Ha aHTIHHCKOM s3bIKe),

| — HOMCP PeruCcTPalkoNHON0 YI0CTOBEPEHHS
- (13 pYCCKOM S3hIKE),

- HOMeEp CepHi,
— CPOK I'O/IHOCTH, |
- UITPHX-KOZ,

| — (hapmakoa(sl),
|~ KOZlbl TRTIOIPad UK, MECTOTIONOMKEHHE

KOTOPL!X MOXKCT HIMEHATLCS, ;
JononsuTensio ykazama Hudopmauus s |
MOHHMTOPHHIZ  IBHACHHR  JCKAPCTBEHHOTD |

| MPENapara OT NPOH3BOAHTENA 0 KOHCYHOTD

. hotpebureasn,
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MMokazatean Hopmpi - PesysbTaThl aHaIH3a
. XpaHenue o Tlpu Temneparype He pame 25 °C  GOOTBETCTRYET
o — , e s +

PesyabTaT ;1a60paTOPHOIo AHANN3A: COTVIACHO CenHHKALMH

Hacmosuum A nodmeepxrcoaro, ¥mo npuseoeHHan 6slite UHPOPMAKUA ABAREMCA OOCMOSEPHOH U
mounoil. Sma cepus RPOOYKUUU RPOu3EedeHa (BKAIOHAA YNAKOSKYy (MAPKUPOBKY) U KOHMPONb
Kayecmea) HA GbIMEYKA3AHHOU NPOU3EOOCMEERHOU NAOWAdKe (niowiadrax) € ROJAHOM
coomeemcmenu ¢ mpebosanuamu Ilpasun mnaorexncauqeldl npous6OOCMECHHOU RPAKMUKU U
mpefoeanuAMy KOHMPOIA KAYECMEAa NEKAPCMEEHHBIX CPeOcns, a MmaKice 6 coomeemcmenu co
cHEUUPUKAKUAMU, COOEPHCAU[UMUCA 8 PE2UCPAYUOHHOM 00Cbe CMpPAaHbI-UMNopmepa. 3anucu no
npouseodcmey, ynaKosKe U GHANUY HPOGEPEHbl, U YCMAHOGIEHO UX COOmEemecmeue mpetosaHuUAM
Hpasun nadnexcauieit npou3e00cMEEHHOU NPAKMIUKU.

AHanuz evinonnen no HJ JIIT-003388-281215 Him. 1-5.

A T
;e"”{{»é&’éfu;{,:
29.06.2021 IMoanuce

OreercTaenHoe JIuuo
PRO. MED. CS Praha a.s.
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