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CEPTU®UKAT CEPUM rOTOBOW NPOAYKLIUM
(nekapcTBeHHLIe Npenapathl Ans MeAULMHCKOTO npumeHeHus) Ne 795

MponpoteH 100 Tabnetku ans paccacbiBaHvsa (KOHTYpHas S4yerkoBas
ynakoska) 20 x 2 (navka KapToHHas)

HassaHue, nekapcTeerHas hopma, pasmep ynaxkosku

Crtpana Hasnadenus: POCCHUSA

Homep cepuu: 6220420

Harta nponssogctea:  28.04.2020

Cpok rogHocTut rogen no:  28.04.2023

Konuyectso ynakosok B cepun: 24 815 wT

Howmep PY: IN-N (000034) - (Pr-RU) Aata peructpauun: 20.12.2019

HA: ®Cn nn-N (000034) - (Pr-RU) - 201219 ot 20.12.2019

HacTtoawwum s YAOCTOBEPSAIO, 4TO BCE CTafuM NPOUSBOACTBa Cepun roToso
MPOAYKUUM NekapcTBeHHoro npenapata ans MEANUNHCKOrO NPpUMEHEHNS BbINOMHSNUCH
B NONHOM cooTBeTCTBUKM ¢ TpeGoBaHuaAMU GMP ¢ PErucTpaunoHHeIM JOChbe.
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mareria Y7 mebica

CEPTU®UKAT KAYECTBA Ne 622

Hassanue npenapara: «MPOMNPOTEH-100» Ned0
Crpaxa — npon3soautens: Poccuitckas ®epepaumn

HoMep pervcTpauuoHHore yaocTosepenus; NN-N(0C0034) —~

Loauposka: coctas (Ha 1 TaBnetky);
AEACTBYIOLME BEUIECTBA:

AHTUTENA K Moarocneuuduyeckomy Genry S-100 addurHo oduLeHHbIe - 0,003 r*

BCNOMOraTenbHbie BeulecTBa:

NaxToabl MmoHorwapar
Lennonosa mukpokpucTannuyeckas

Marnus creapar

Teoperuyeckan macca Tabnertku

"HAHOCATER H3 NAXTOI MOHOMMAPAT B BHAS BOAHG-CNMPTOR0H CHBEH C conepmarnenm He Sonee 107"

0,267 r
0,03r
0,003 r
03r

NlexapcreenHan copma: TabneTxu ans paccachiBaHus

Paamep v Tun ynaxkosku: no 20 TaGneTok B KOHTYPHOR AYEWKOBOW YNaKkoBKE M3 NNexkn NONWBMHUNXNOPUAHOW 1 (PONLIU aNNOMUHUEBON,

Mo 2 koHTYpHbIE ANEikOBLIE YNAKOBKY BMECTE ¢ MHCTPYKLWUER NO MeAULMHCKOM

KonuuecTso ynakosok 8 cepuu: 24815 wr.

Homep cepuu: 6220420,

fara npoussoacrea: 28.04,2020
Lara okoH4aHWA CpOKa roANOCTY: rogeH Ao: 28.04.2023

Kpugaueckuin agpec: 000 «HMND «MaTepua Meguxka Xonauxr», Poccus,
127473, r. Mocksa, 3-ii CamoTeuHuiii nep.., 4. 9. Tenedbor/cbakc: +7 (495) 684-43-33

Aapec npouseoAcTBeRKOR Nnowaaku: Poccus, r. YensGuHek, yn. Byrypycnasckasn, g. 54

fvyensns: Ne 00432-NC ot 03 cenTabps 2019+, BbiganHan Muducre

PeayneTaTsl aHanuaa:

(Pr-RU) ot 20.12.2019, CPOK AeACTBIA A0 20.12.2024 r .

HI/T GETHBHOA (hepMbl ABRACTRYWOWIETO HelyecTaa

Y NPUMEHEHWIO NOMELWEeHb! B nadvky w3 KkapToHa,

PCTBOM NPOMBILLNEHHOCTY W Toproenu Poccuitckon deaepauuu

i
i
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Noka3zatenu TpeGosanua NM-N(000034) - (PF-RU)-201219 ! Pe3syneTaThl McnbIiTaHui

| Onucanue Tabnetku nNNOCKOUMMMHADUIECKOR OPMLI, C pPUCKOR U | TabneTku NNOCKOUKNUHAPMYECKOR opMBL, .:~1

cackoin, or Genoro fo noutu Benoro useTa. Ha nnockoil pucken v backoir, Genoro useta. Ha nnockoi |
CTOpGHe C puckoil HaHecewa Haanuck MATERIA MEDICA, | cropoHe ¢ PUCKOW  HAHECEHa HaANWCh ‘
H8  ApPYrod nnockodt  CTOpOHEe  HaHecewa Hagnucs | MATERIA MEDICA, wa apyroi nnockofi
PROPROTEN 100. CTOpoKe HaWeceWa Haanuce PROPROTEN |

l 100.

: NoanuHHoCTL Peakumr Ha nakToasl Moxorugpar c MeaHo-TapTpaTHeiM | CooTeeTcrayer.

peakTuscm  (peaktusom ®enuHra). Beinagaer ocajok

OPaHXEeBO-KPaCHOro UeeTa.

L
| OQHOPOAHOCTL MacChl

McrbiTanue NpoBOAAT 8 COOTBETCTEBNY € TPEGOBAHNAMK

Cpeanns macca: 0,298 r

: TabneTok Fo Xil, r. 1, O®C.1.4.2.0009.15. OtknoHenws: ot - 1,67 % a0 + 1,34 %,
: fonycTuMoe OTKNOHEHWE Maccei OTAENbHLIX TaBNeToK of Cooteercrayer TpeSosanuam I'd X, 1 11,
cpeared macce: Ans 18 uz 20 TabneTok coctasnAeT + 5 %: | OGC.1.4.2.0009.15. i
ACNYCTUMOE OTKNOHEHWE Macchl OTAenbHbix Tabnerok or ’
{ cpepHen Macck: ans 2 w3 20 Tabnetok cocTasnseT £ 10 %. |
| PacnagaemocTs He Bonee 15 munyT, J 1 muHyTa 49 cekyHg |
| WcnsiTanue NpoBOART 8 COOTBETCTEMM ¢ TpeGosannamu [® | CooteeTcTeyer TpeSosanuam I XL T 11, |
| XUl 7. 11, OPC.1.4.2.0013.15 O®C.1.4.2.0013.15 |
| MukpoGuonoruyeckas Metoa 1. Wcneitavue npoeoasT B cooTeeTcTemn G Cootsercreyet TpeGosanuam (@ X, T. 1, '
!HHCTOTa TpeGosanuamu P X, 1. |, OBC.1.2.4.0002.15 (kaTeropus | O®C.1.2.4.0002.15 (kaTeropus 3A): |
; 3A). | oBluee Yncno aapoBHbIX MUKPOOPraHUaMOB — |
| | meHee 10KOE & 1r; {
[ : obujee YKCNo APCHOKEBLIX U NNECHEBLIX
: rpubos — mexee 10 KOE 8 1, i
! | B 1roTcyrereyroT Escherichia coli ]
Ynakoeka Mo 20 Tabnetok B KOHTYPHOW AuEAKOBOW ynakoske u3 | CooTeeTtcrayer. i
: NNEHKU NONUBUHUNXNOPUAHON 1 DONBLFM ANIOMUHHEBOR, !
: Mo 2 «KkoHTypHble sAueikosbie ynNakoBku BMecTe c i
“HCTPYKUMER NO MEAMLMHCKOMY NDUMEHEHIIO NOMeLaloT 8 |
L Naqky W3 KapToHa. | !
| Xpanenue Mpu TemnepaType He sbiwe 25 °C. | 11

I Coorsercrayer.

Caprisbmsar kauectoa N8B22 or 22 06 2020

Crpanuyga 1 ma 2
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‘ Nokasarenw

TpeGosanusa NIN-N(000034) — (PT-RUJ-201 219

Pe3ynbTathl UCNbLITAHWA

| MapxupoBKa

|
|
|
i

|

MapxuposKka nepauyiHOR yNarosxu

Ha KOHTYPHOW AYEMKOBOA YNaKoBKe YKalblBaloT:
HaWMEeHOBAHMe npenapara, NexkapcTREHHYIe Gopmy.
HAWMEHOBAHWE NPOMABOANTENR 1 €ro TOBAPHLIA 3HAK,
HOMEP CepuM, CPoK rogHocTy («fo...»).

MapKknpOBKa BTOPUYHON YNAKOBKN.

Ha kapTOHHOW Nayke ykaasiBalwT: HAaUMEHOBaHUEe, aqpec,
TenedoH/thakc NPCHIBOANTENS U Bre TORAPHBIA 3HAK,
Ha3BaHWe npenaparta, NeKkapcTaeHHyo MopmMy, COCTas
npenapaTa C yKa3aHWem Ha3BaHWA ¥ KONUYECTBA aKTUBHbIX
BELeCTs ¥ HAalBaHWA BCNOMOraTeneHbiX BELWECTS,
xonuuecTso TabneTok B ynakoBke, «Cnocob npumeHeHus U
03611 CM. MHCTPYKLMIC N0 MEAKUMHCKOMY NDUMEHEHUID
BHYTPW yNakCBKM», YCNOBUA OTNYCKA, YCNOBUA XPAHEHUR,

| «XpaHuTb B HEAOCTYNHOM ANS AeTEl MecTe», «MpoRenseT

NpOTMBOANKOroneHoe AencTane», hapm-xoa (rpachuaecknit
v ynposof), Homep cepuy («Cepus: . »), CPOK FOAHOCTH

(«[OAEH A0:...»), A3TA NPOMIBOACTES («[laTa NPonas.. ..»},

MHAMBKAYANbHLIM CEPUAHLIW HOMEP noTpeduTenbckon
{(BTOpUHHOR) ynakoski («C.H. ...»), rnodansHeIi HOMER
ToBapa GTIN («GTIN ...»), perucTpauuorHbiil Homep,
LUTPHUX-KOA, CPeAcTE0 naeHTutukauru (2D koa B
MaLLMHOYMTAEMOT hopmMe).

CooTaeTcTByer. !
MapsnpoBKa nEepBUYHON YNaKoBKy :
Ha xoHTYpHOM RYEAKOBOWN ynakoske
YK@3bIBAIOT: HANMEHOBAHNE npenapara,
nexapcTeeHHyo POpMy, HaUMeHoBaHue
NDOM3BOAMTENRA W Ero TOBAPHbIA 3HaK, HOMED
cepuu, CpoK rogHocTu («lo.. »).

MapkupcBKa BTOPUHHOR YNAKOBKHM.

Ha KapTOHHOI Nayke yKaauiBawT:
HaumeHoBaHue, agpec, Tenedon/parc
NPOM3BOAWTENA U €r0 TOBAPHbLINA JHAK.
Ha3lpaKWe Npenapara, NeKapCTEeHHYIo
dopMy. COCTaB Npenapara C ykazanuem
Ha3BaHWA ¥ KCNWUHECTBa aKTUEHLIX BELIECTB 1
Ha3eaHUs BCNOMOraTeNbHbLIX BEWEeCTE.
xonuuecTtac TabneTok e ynakoske, «Cnocol
NOUMEHEHURA U A03bl° CM. MHCTRYKLUO N0
MEANUUHCKOMY NPUMEHEHWIO BHYTPW
ynaxkoeku», yCAOBUA OTNYCKA, YCNoBus
XpaHeHWs, «XpaHuTb B HEACCTYNHOM ANA
aeten mecrten, «llposensaeT
NPOTHBOANKOroNbHOE ASWCTBUEY, hapM-KOA
(rpacbudeckuin 1 UWdpPOBCH), HOMER Cepun
(«CepuA; ...»), CPOK roaHocTu («loaBH
A0:...»), AaTa npou3BoacTea («[arta npounas.
. »), MHAUBWAYANbHbBIA CEPUARDIA HOMED
noTpeBUTENLCKOR (BTOPUYHOM) YNaKOBKY
(«C.H.....»), rnoBansHelit Homep Tosapa GTIN
(«GTIN .. »). pErMCTPALUNOHHBIA HOMED,
WITPUX-KOA, CPEACTRO MABHTUMKkaumum (2D
KOA B MalUMHOUUTaEMON (hopme).

[ CpOK roiHoCTH

3ropa

Fonex ao: 28.04.2023

KommenTapuy' YkalaHHan B HacToAW
3ansnenve o cepTudmkaunn: 3TUM R CBUABTENLCTBYIO, HTO npWBELEHHERA Bbill

em cepTudbMKaTe cepva npenapara cooTBeTcTayeT TpeBosaHuam NM-N(000034) - (P-RU)-201219.
e uHdopmMauua AOCTOBEPHE U TOYHE 3Ta cepwA NPoAYKUMK

6bina NpoM3BeaeHa (BRNKYAA yNaKoBKY/MapKupOBKY) ¥ KOHTPONb €e Ka4yeciea BLINONHEH B NONHOM CooTeeTcTeww ¢ npasunamu GMP u
& -
AOChLE cneuucbrkauunit ANA NCCneayemoro NC. MpPoTOKEALL.NPON3BOACTEA, YNAKCBKA U aHaNW30B BbinM paccmoTpeHs! W cooreetcTane GMP

YCTEHCBNEHO,

/ﬁ@uanbunx QOKK:

farta: 22 mar 2020
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Kapnoea E A,

Ceprudmrat xavectoa NeE22 or 22 05 2020

Crpamvya 2 w3 2



