PRO MED.CS

Praha a.s.

CEPTUOHKAT KAYECTBA

HanmenoBanue ToBapa:

PeﬁarnT@’, TabneTky, MOKpPLITEE NIeHo4HO obonoukoi, 100 Mr

- HmMnoprep: Yeruckas Pecniybnuka
Homep IunieH3nu: Ne sukls309190/2020
Cepus ToBapa Ne.: 0280421
YnakoBka: 90 rabnerok
Jdara npousBojgcrsa: 04.2021
Cpok roanocT: 04.2025
JlaGopaTopHbiii aHanu3 No.: 478/21 B
Hdara: 08.06.2021
MHH: Pebamunug,

Hassaune dapm. cyberanunn: | PeGamunun
IIpouzsoauTenn Gpapm.
cyOcTaHUMH Cyuxoy Taubma Cnemnanti Kemukanc Ko JIta
IMoxazatean Hopmebl PesvabTaTsl aHAIH3A
Onucanne Kpyrawie, I803K0BHNY KAbIe Ta0NeTKH. | CoOTBETCTBYET !
NOKpEITHE TLNEHOMHON 0B0N0YKOH
Benoro uam nowty Sesioro useta |
HoaauuHoCTE i
~ PeBampnua - BOXX Bpems yAepKHBaHHA OCHOBHOIO NMKa | COOTBETCTBYET
Ha XPOMATOIPaMME HCNRTYEMOIO
PacTEOpa NO/UKHO COOTBETCTBOBATL
BPEMEHH YASPKUBAHNA nika .
peBaMunEna Ha XpoMaTorpamMe
CTAHIAPTHOTO PACTBOPA
- OaHopoaAHOCTh MACTHI 2318 - 256,2 Mr 2453 mr |
; 18/20 ratn. — ve Gonee £ 7.5 % COOTBETCTBYET
2/20 1abn. ~ ne Gonee £ 15 % COOTBETCTBYET
Pacnagaemocrs He Gonee 30 mun. 10 8 MuH.
Pactopenue He menee 70 % (Q) CioH5CIN; Oy 101 % ]
(pebamuniia) 0T OMHHANLHOTO ;
cojepxanun vepes 45 Mun. .
Poncrsennbie ApHvecH
- eNHHHBYHa8 NPHMECh -~ ne Gonee 1,0 % <0,05%
- CyMMma npHMeced — ne Gosee 2.0 % <0,05 %
Muxpobuonoruyeckan uncrora | Ph.Eur,
- oBwee HuCa0 a3pobHLX —ge Goaee 107 KOE/r < 10KOET
MHKPOOPIaHHIMOB
- ofiutee uncAo Apomsked . —ne Sonee 10? KOE/r | <10 KOE/r
| nnecHessix rpufos ‘
- Escherichiacolis | r - OTCYTCTBYET OTCYTCTBYET
oo sl -
Jlaboparoprniii ananus Ne.: 478/21 e 173



PRW MED

Pmm ;;%

CS

Hokazareqtm Hopmbi . Pesyabrarsi ananuza
- OaHOPOAHOCTL 0O3HPOBRHHSN - Koadduuent npuemnemoctn AV —pge | 3.5

| Gonee 15,0 _ e

. Konn4ecTeenHOe onpejenenue O790,0 20 110,06 % (o7 90,0 1o 110,0 101,0 mr

| B2XX | MI) OT HOMHHANLHOTO CoaepKAHUS ‘

| ¥nakosra - CootsercrByeT

o 10 TaGnetox B 6w
. ONMA/AJVIIBX n amonuiHEnenol

donery win 8 Gauctep
TUIEHKH U aITFOMHHHEBD
Ilo 9 Gnuctepa sMecTe
710 NPHMEHEHHK) B Nay

Tep H3 donbry

13 TIBX/TIBAX
W osbry.

© HHCTPYKUHEH
 KapTOHHY K

o 10 TaGnerok B Gaucrep U3 Gonern

- IBX/TIBIX nneHkH K amoMyHHEROMH

. doneru.

Mo 9 Banctepa BMECTE C HHCTPYKUMEH
| 10 NPHMEHEHHIO B NaYKY KapTOHHYIO

Mapxupopka

Jlabopatopnbiii ananus Ne,: 478/21

- Ha Brucmepe na pycex

| - NO3UPORKY,

. - «BenoMoraTensuble Be
| MaHHWTON H Ap., yKa3aH
| MHCTPYKLMK N NPHMEHe
| - TIpEAYTIPENUTENLHLIE H
| DPUMEBATH N0 HCTEYEH)
| 1oaxocTH!y, «XpanuTs
| ana nereii Mecte!»;

| - YCIIOBHS OTIYCKA;
- YCNOBKA XPAHEHHS;
- «Ilpoussonurent / Brianeneu per.

. Per. y10CTOBEPEHHUA,
L= IOTOTAN 11POU3BOANTENS / BAANENbIA

YKa3blBAKOT!
- TOPrOBOE HaHMEHOBE}
Nipe1ynpenuTenEHONH M
- HAaHMEHOBaHHe nelicT
- KOH4ECTBO TabneTox

- HAHMEHOBAHIE

YAOCTOBCPEHMA,

OM A3bIKE

1He TIpenapara ¢
EpKHpOBKo# ®,

BVIOLIETO

| BELIECTBA M €ro ColepsanHe,
- - NEKAPCTBEHHY K0 dopMmy.

B GnncTepe,

| TIPOM3BOIMTENA/BAAAE LA PET.

- JIOrOTHN BAAAeNbUA per.

A3biKe);
- HOMEp CepHH,
- KroneH no».

~TOProeO¢ HaHMEHOBAH

. ynoctosepeHuA (Ha aHrTHHCKOM

- Ha kapmonnoii nayxe yKaspiBaioT:

e Mpenapata ¢

npexynpenuTeasHol Mapkuposkof ®,

- MHH,
- DO3HPOBKY,

- HAHMEHOBaHME NEICTRY IOUEro

Tabnetke,

. BELIECTBA K €ro CONCPIKaHMe B OAHOH

- NeKapCTBEHHYIO hopmy,

- KO/IHYECTBO TAabNETOK

- ¢nocob mpumeHenus;

YAOCTCBCPCHHA »,

- aJpec NpoU3BOIHTENS

B nayke,
11iecTsa.:

Hhi€ B

HHKO”,
annucH: «He
H CpoKa

-3 HEHOCT}‘HHQM

| - HAMMEHORAHKEe NPOH3BOaANTENS /
| BNameibla per. yI0CTOB

peHKs;
Brnaacnpua

CooteercTBYET

. Ha Gaucmepe na pycckoM sisblke:

- TOproBo€ HaHMEHOBaHHE ITpenapara ¢

| NpenynpeanTensHol MapkHpoBKol ®,

- LO3HPOBKa,
- HAUMEHOBaHHE JeiiCTRYIOIEro

| BELIECTBA M €ro COfepKaHHe,

- néxapcTBEHHas dopma,

| - KOnMuecTso TabaeTok B Gancrepe,
| - HAMMEHOBAHHE

NPOM3BOAUTENA/RNANENbLA PeT,
YOOCTOBEPEHHA,

- = IOTOTHO BAaAeIbUA per.

YROCTOBEPCHHMA (Ha aHTTHHCKOM
A3bIKE);

- HOMED cepHn,

- «TOJEH Jon.

Ha kapmonnoit nayxe:.

. ~TOpPTOBOE HAUMEHOBAHME NMpENApaTa ¢

npeIynpenHTelbHOR MapkupoBkol ®,
- MHH,

- HO3KPOBKa,

- HaNMEHOBAHHKE JCHCTBYIOILETD
BELUECTBA M €r0 COACPKAHUE B OAHOH
TabneTke,

- lexapcTeeHHan HopMa,

- KOIH4ECTBO TabneToxk B nauke,

- «BcniomoraTenbHue BewecTsa:
MaHHHTON W AIp., YKa3aHHkIe B
HHCTPYKUMH Nl IPHMEHEHMION ]

- NpeaynpeaAnTeNbHEIe HatmucH: «He
NPHMEHATE MO HCTEYEHHH CPOKA
roaHocTa!», « XpaHuTs B HEAOCTYNHOM
nas peteft mecre!n;

- £nocob npUMeHeHHs:

- YCIOBMA OTNYCKa;

- YCIOBHSA XPaHEHUS,

- «[lpouzsoautens / Baanenen per.
YIOCTOBEPEHHA »;

- HAHMEHOBAHHE NpoH3BOANTENS /
BA3ZesbLA Per. Y10CTOBepeHus;

= afpec npoHU3BOAHTENS / Bnajienbla
per. yLOCTOBEpEHIS;

- BOTOTHN NPON3BOANTENS / BNaje bLa
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TOPMEY
| per. yBocToBepeHHs (Ha aH
| A3BIKE),

| - HoMep per. YAOCTOBEPEeHHS,

| = HOMEP CCPHH,

| - CPOK FOAHOCTH,

| - WITPHX-KOZ,

- - xoa(sr) THROrpaduu, dapmaxoa(s),

: MECTONONOMKEHHE KOTOPLIX MOXKET

. W3MEHATHCA.

JIONONHMTENBHO MOKET YKAIbIBATLCA
HHOpMALKUA 1A% MOHUTOPHUHTA
ABWXEHHS NEKAPCTBEHHOTO rpenapara
OT TIPOH3BOAMTENA 10 KOHEUHOTO
norpebutens.

Pe3yabTarhl aHATH3A

per. ynocTosepeHHa (Ha aHTIMHACKOM
A3BIKE),
- HOMEp per. YA0CTOBREPEHHS,

| - HOMEp cepHH,

. - CPOK FOJHOCTH,

- - IUTPHX-KOA,
- koa(el) THNOrpadu, gapmakoa(st),
MECTONOOXEHHE KOTOPBIX MOXET
H3IMECHATLCA. {
Jlono/HHTENLHO YKa3aHa HudopMauma
AN MOHHTOPHHIA ABHKEHNA
JIEKAPCTBEHHOTO Npenapara o1
[IPOH3IBOOUTENA A0 KOHEYHOrO
norpebuTens.

| XpaHenue

He TpefyeT cneuHanbHbIX yCIoBHA
| XpaHeHHs

COOTBETCTBYET

_ Cpok roaHocTH

' 4rona

JlaGopaTopHbIii aHAH3 BBHINOJHEH COIMIACHO cNelHHKAINE

Hacmormum 3 nodmeepucoaro, $mo npueedeHHaA ebiuie UHPOPMAYUA ABIACMCA 00CMOBEPHOI
4 mouHo#. Ima cepur nPoOyKIUY nPOU3EeOeHa (6KAKYAA YHAKOSKY (MApRUPOBKY) U KOHIMPOTTb
Kauecmea) Ha 8bIMACYKAIAHHOU NPOU3EOOCMEERHON nAowadKe (RAOWEOKAX) & HoAHOM
coomeemcmeuu ¢ mpebosanuamu ITlpasun HadNeHcauweld RPoU3800CMEEHHOU NPAKMUKU U
1peBOsaHUAMI KOHMPORA KAYECHEA TEKAPCMBEHHBIX CPEOCMS, G MAKIICE 6 COOMBEMCMEUU CO
CHEUUMURAUUAMIU, CODEPHCAULUMUCA 8 PE2UCHPAUUORHOM docbe cmpansi-uMnopmepa. 3anucu
no npousgodcmey, YHAKOSKe U QHAAU3ZY KPOGEPEHb, U YCHIAHOGNIEHO HX COOMIGEMICIEUe
mpebosanuam Ipasun naonexcanieit npou3s00CMEEHHOU NPAKMUKIL.

Anaaus esinoinen no HA JII-001831-120912 Ham. 1-9.

08.06.2021

TMoanuce
OTteetcTBEeHHOE JIMLO
PRO. MED. CS Praha a.s.

JlaBopartopubiit anatus Ne.: 478/21 3/3






