RO.M E

Praha a.s.

CEPTU®UKAT KAYECTBA

HanmenoBanue ToBapa:

; ®
Uromen ®

, TabJIeTKH, MTOKPLITEIE TINEHOYHOMN obonoukoii, 50 Mr

Iiwihoprep:

Yernckasn Pecniybmuxa

Homep Junenzun:

No sukls150506/2022

Cepus ToBapa No.:

7170622

| ¥nakoBka:

100 Tabnerox

 YHakoBIUHK:

AQ «Canexa ®apMachioTHKaI3»

JaTa nponssoacrsa:

06.2022

Cpox roHocTu: 06.2027
JlaGopaTopubiii ananus Ne.: 855/22
dara: 31.10,2022
MHH: HUronpuxz

Hazsanue dapm. cyberanunu:

Hronpuna ruapoxaopus

__alUH'SB(}iIHTe.FIb hapm. cyGeraninu

Kanuna @apmacsioTukains Jlumurea

Tokasareau Hopmpbi Pe3yabTaThl aHAIH3A
Ouucatune Kpyrasie, 180sKosbinyKike TabneTiH, COOTBETCTBYET
noKpbITEHE NneHo4Holl odonoukoi, Gesoro
UM nouTH 01010 UBRTA € HACEYKON ¢
B OAHOH CTOPOHBL
MoaaunHoCTh |
Wronpiaa ruapoxaopua (B3XKX) | Bpems YACPHUBAHKA OCHOBHOTO NUKa Ha COOTBETCTRYET
XPOMATOrPAMME HCNBITYEMOTO PACTROPA
JOKHD COOTRETCTBOBATE BpEMEHH
YACpAGIBAHIA OCHOBHOO MHKA Ha
XPOMATOTPaMME PACTBOPA CTAHIIAPTHOTD
ofpa3ua HTONPUIA MMAPOXAOpHAE
Tutaua anoxeun (Kayecreennas AomicHo  NOABHTECA  KCATO-OPAHKEBOE | COOTRETCTBYET
peakusns) OKpaulupaHne |
OaHOPOAHOCTS MACCH! 138,0 mr £ 5,0 % (ot 131,1 20 144,9 mr) 1359 mr i
| 18/20 taba. — we Gonee = 7,5 % COOTBETCTEYET |
2/20 tabn. — e Bonee £ 150 % COQTBETCTBYET |
PacTteopexue Hepes 30 mun B pacTROP RONXKHO nepelith | 94 %
He Menee 75 % (Q) CopHaeN2 04 HCI
| (MTONPUAZ THAPOXAOPHAA) OT
T 3ASBJEHHOTO COACPKAHMA
Hocropounite npimecs (B3XX)
- NpBMECH ¢A» He Gonee 0,2 % < 0,02 %
| . npusmecuaBy He Sonee 0,2 % <{(,02%
. - npunecu «C» He Gonee 0,2 % 0,06 %
| - pTReABHOH He Gonee 0.2 % «<0,03 %
neraeHTHGHUNPOBAHHGTT NplMecH
|- SYMMbl BeeX npiMece He Goaee 1.0 % _006% |

Jlaboparopueii ananns Ne.: 855/22




PRO.MEI

Praha a.s.

Moxkazarenn

ng Mbl

Pe3yasTaThl aHATH3A

- MuxpolGuoaoruieckan vucroTa
- offee yueno a3pobHbIX

Ph.Eur.

3 - o
MUKDOOPraHHIMOB - ne onee 10° KOE/r < 10 KOE/
- ofwee yueno aposoweit u rpiifos | — ue Sonee 10° KOE/r < 10 KOE/r
- Escherichiacolis | r — OTCYTCTRVET OTCYTCYBYET
Konuuccrsennsoe onpeseace Cr 475 gno 525 wmr  wronpuna | 48,52 wmr
BIWX THAPOXOPUIA B
Yaakoska Hepeuusian ynaxoexa: no 20 tabnetox 8 | CooTercTyer
nunerep n3 flepsunnan ynakoexka: no 20
NBX/MBOX/antoMmusnesoit gonsri rafnerok s GancTepe U3
Bmopusnas ynakosika: no 5 Oauctepos | TIBX/NBIX/amomuniesoit
BMECTE ¢ MHCTPYKLMEN [0 npuMeHenKio B | Goasrk
KAPTOHHYHO MauKy Bmopuwnas  ynaxogka: no 3
61’11’!01‘8]}08 BMECTE C HHCTPYKI.EHEH
O [IPHMEHEHNIO B KAPTOHHOM
nauke
Mapkupoesxa Ha baucmepe Ha pyccKont a3bike CooTBeTCTBYET

Nadopatepssiii anaans Ne.: 835

L FCROBUA RPBUEHHA,

YKa3biBaOT.
- TOpProeoe HaHMEHOBAHNE Npenapara ¢
NPeaynNpPeanTenbHoi MapKHpoBKoil ®,
- IO3UPOBKY,
| - HAKMEHOBaHUE AEHCTBY ICILETO BEILECTRA
W er0 couepxanie,
- NeKapCcTBEHHYIO BopMy,
- KOnuHecTso TabaeTok,
~ HOMEp Cepui,
- «rOMEH N0»,
- HAHMEHOBAHHE ACPHATEINN
PeryaoCTOBEPEHHS,
| - JIOTOTHI AEPKATENA PEIYAOCTOBEPEHNH
} (Ha aHrnnfcKOM #3bIKe).
| Ha kapmossoil NAYKe Ha PYCCKOM A3bIKe
YKa3bIBRIOT (Ha/MHCH Iy SNUPYIOTCS Ha
| aHrITHicKOM R3BIKE):
- TOPrOBOE HAMMEHOBAHIE Npenapara ¢
| npeaynpeanTenLHOR Mapkuposkoil &,
. - MHH,
| - AO3HPOBKY,
~ HaHMEHOBAHNE ACNICTEY IOUIEro ReLIECTRA
M ero cojepkaHie B 0aHOH TabneTke,
| - «BenoMOoraTenbHbiC BEWECTBA! NAKTO3bI
| MOHOPHAPAT U 1., YK&3aHHbLIE 8
| HHCTPYKUHUH MO MEAHLITHCKOMY
| pHMEHERRION,
- IEKapCTBEHHYIO opMYy,
| - komtuecTBO TabneTok,
- [pEAYNPEaHTENbHbIE HOANKTH:
«He IPUMEHATE O HOTEHEHNH CPOKa
roIHOCTH!Y, «XpaHuTs B HEA0CTYHOM
ans nerel mectety;
| - cnocob npumeHenua: «ilng npiema
BHYTPB!»,
| - YCHOBHA OTRYCKA,

| mapkuposkoit ®,

| MapkupoBko ®,

| MEAMUHHCKOMY NPHMEHEHHION,
| - nexapcTeeHHas (opma,

Ha Gnucmepe Ha pyYCCKOM f3BIKE:
- TOProBOE HAUMEHOBAHHE
MPCnapara ¢ npeaynpeanTeisiol

- NO3HPOBKA,

- HauMEHOBaHIe AefiCTBYIOWEND
REUIECTRA U B0 CONEPKaHKE,

- nekapersennas hopma,

- konuvecTeo TabneTox,

~ HOMED CEPHH,

- «rojes aom,

- HAMMEHOBAKUE AepKaTens
perya0cToBEpeHIA,

- AOrOTHN AepXKaTtend
pErYAOCTOBEpEHHS (Ha
BGUTIUHACKOM #3bIKE).

Hua kapmonnoil nauxe Ha pyccKkoM
g3bike (HaInucH oySnupyloTes Ha
AHFAHACKOM R3bIKE). i
- TOProBoOe HAMMEHOBAHHE ;
npenapara ¢ NpenynpeanTensHod

- MHH,

- A03MpOBKa,

- HAMMEHOBAHHE ASACTRYIOWIETD
BELUECTEA 1 er0 COASPIKAHYNE B
oaHoit TabneTre,

- «BcnomoratenbHbie BeutecTaal
NaKTe3bl MOHOTILAPAT W 4p.,
VKA3aHHBIE B HHCTPYKUHH NO

- KOJIMMeECTBO TabneTox, |
- NpeAynpeaATeNbHbIe HaINHCH! |
«He npuMeHAT N0 UCTEYEHUH |
CPOKA TOUHOCTH!N, «XpainTh 3 |

HEAOCTYNHOM Ana seteld mecTely; |




).MED.CS

Praha a.s.

BPG MED UL Dt s o
it

IMokaszatean  Hopmbi PesvabraTthl asajinsa
| - HAMMEHOBRHHE H AAPEC NPOM3IBOAMTENS, | - cnocol npumencHua: «Jing
E - AOFOTHI AEPHATENS PETYACCTOBEPEHUS npreMa sHyTph!»,
| (Ha aHrAuHCKOM A3bIKE), - YCIIOBHS OTNYCKE,
| - HOMEP PEruCTpaUnolHoro | - YCIIOBHA XPaHEHHN;
| ynocTosepeHun (Ha pycckom azbike), | - HAMMEHOBaHHE H alpec
! - nomep cepul (Ha pYCCKOM A3kiKe), OPOMIBOLHTEAR,
| - CPOK IOAHOCTH (KA PYCCKOM A3bIKe), « JOTOTHIT AEpiKaTe A
|- WITPHX-KOA, peryaoctoBepenns (Ha
: - GapMaron(s), AHFANICKOM A3bIKE),
{ - KoA(bl) THIOUPAGKH, MECTONONOKEHKHE ~ HOMED PEruCTPALMOHHOIO
! KOTOPBIX MOMKET MEHATLCA, yAoCTOREpeHHS (HA PYCCKOM
| HononHurensHo MOMKET yKd3bIBATLCH A3BIKE),
| HHOPMALIIA AR MOHKMTOPIHTA JBHKEHHA | - HOMEDP CEPHH (Ha pYCCKOM
NIeKapCTBEHHOIO NpenapaTa o A3bIKE),
NPOHIBOANTEIR 10 KOHEHHOID - CPOK TOAHOCTH (HAa PYCCKOM
norpebutels. A3LIKE),
- WTPHX-KOI,
- thapmakon(b},
- koA(bl) THROTpagHH.
HononuuTensHO yKa3ana
HHOOPMALKA [N MOHHTODHHTA
NBMKEHUS NEKAPCTBEHHOTO
Mpenapata Ot POM3BOANTENA 10
. _ KOHEMHOro noTpedurens.
Xpauenne He tpeGyet cneumanbhbix yenosni COOTBETCTEYET
XPaHeHuHs
| Cpok roaHoeTH 5 net S ner

JlaGoparopHbiii aHAIH3 BRINOJIHEH COIVIACHO cneuHpHKan1u

Hacmoauqum 8 H00meepycoaio, 4o HpueeOeHHdn siiie UHopMAUUA ACAREMCA OOCMOEEPHO
t MOYHOR. J0a Cepus NPOOYKQUU RPOUIEEOEH (ERTIOHUA YHAKOEKY (MAPKUPOEKY) U KOHMIPOTb
Kauecmeaa) Ha  GHIHEYKA3QHHON  npou3godCcmeennol  nrouiadke (RAowadkax) 6 noaHoM
coomeemcmeiu ¢ mpedosanuamu Ipasun nadaedncawieill npou3co0CeeHHoN NPAKNIUKY U
MPesosUnUAME KORMPOAA KAUECMEn AEKAPCMEEHHBIX CPEOCME, O MAKICE § COOMEEMCIMERU €O
CHEHUPURAUUAM N, COOCPHCAUUMUCA 8 PEZUCIIPAUOHROM J0Che CIPAHbI-uMHopmepa. 3anuci
RO HPOU3GOOCMEY, YRAKGBKE WU QHAAWIY HPOGCPEHSI, U YCHIGHOBACHO UX COOMIGEHICIIGUHE

mpedosanuam Ipasun nadiexcanieit npOH3CO0CMBLHHOR RPAKMIKIL,

Atanusz evtinoanen no HA JIT 001128-031111 Ham. 1-5.

31.10.2022

Hoannee

JlaGoparophniii ananus Ne.:

YIonHOMOYSHHOE JHLO
PRO.MED.CS Praha a.s.

855/22 373






