(T4 KRKN

OO0 «KPKA-PYC»

Pazpemenune Ha BLINYCK H BBO/L B Irpa AHCKUiI 000pOT
P B Gt00060%57 18020 P

HAnMEHOBARNE ICKAPCTBEHHOIO NPeNapaTa A METHIHHCKOr0 NPHMEHCHHI:

Hoabnaza® ([[anTompaso.) 1a0ue K KHILE) Ud)'dC'I’BOpHMble, MOKpbLIThI¢ TVIEHOTHOH
060.1!0‘“(0![,? MT _
(konrypaas siueiikoBas yIaKoBKa 14 x 1 (nauka KAPTOHHAs)
Cepus: T'opeH no: Proinok: Ko/u14ecTBO YIIAKOBOK:
51450920 — 09.2025 RU 157.097 mT.

CepHs JIEKapCTBEHHOTO Iperapara fLUla POM3BEleHa H TPOBEPEHa B COOTBETCTBAM € TUIEeH3UeH Ha
IIPOM3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB, TpeGOBaHMSAMH PETUCTPAIIMOHHOTO  I0CEHE, TpeGoBaHHAMH
[TpaBun  HaadexalleH IIPOM3BOJCTBEHHOH NpPaKTHKH (yrBepxmensl  lIpHKazoM MEHHCTEPCTBA
TIPOMBIIIJIEHHOCTH M TOPTOBIH P® or 14 mrons 2013 r. Ne916), a TakXke HHBIMH TpeGoBaHUAMH,
YCTAHOB/ICHHBIMH HOPMATHBHBIMH NPABOBKIMH akTami Poccuiickoit @eaepauuy ¥ CTPAHBI IKCIOPTA.

HopmaTHBHAs JOKYMEHTAMS: JICP-009049/08-280918

Tacmopt Ne: 51450920 ot 12.10.2020

[Ipoxyxuus paspemieHa K BBIIYCKY H BBOLY B rpazIaHcKnil oGopor  13.10.2020 X ] l;;][
Hata AA

%)
YnonrsoMo4eHHOE JTHIO Pl + ,’/ic.u(,'. o Aleksandr Kalugin
- Moannuces ol T Wnmst 1 hamMiTHA




Koa Ne:
MpoaykT:

Cepua:
[ata npou3soacTea:

[aTa ncre4yerus
CpOKa rogHocTH,

7C8944

Honbnasa® (MaHTonpason) Tabnerku
KULWEeYHOopacTBOpPUMbIE, NOKPbLIThIE

NNeHoYHowu obonoyvykown, 20 Mr
51450920
09.2020

09.2025

(T4 KRKIN

000 «KPKA-PYC»

CNYXXBA KAHYECTBA
143500, Mockoeckan obn.,

r. Mctpa, yn. Mockoeckas, a. 50
TenedoH: +7 (495)994 70 70/80
Tenedake: +7 (495)994 70 78

MACMOPT
KAYECTBA

YnakoBka: (KOHTypHas suelikoBas ynakoBka) 14 x 1 (nauka kaproxwas)  Aara: 12.10.2020

XpaHeHue: MNpwu TemnepaType He Bbiwe 25 °C, B OpMrMHanbHOMR ynakoBke. RApRN U

KonuyecTso: 157.097 wr. :

Ne cepuu aktueHoro K66018

KOMNOHEeHTAa:

Tect Creuvdnkaums Pe3ynbrathl

OnucaHue OBanbHble, cnerka ABOAKOBBINYKMbE TaBneTky, OBanbHblg, Cnerka ABoAKOBbINYKbie TabNeTku, NoKpsbITHIE
NOKPbLITHIE MNEHOYHOW 060N0YKoH CBETNOro nNneHoYHo| 060NOYKOR CBETNOO XenToBaTo-KOPUYHEBOTO
XKenToBaTo-KOPUYHEBOro LBETA. useTta. Bua Ha uanome: WwepoxoeaTan macca CBeTNOro
Bua Ha Manome: Wepoxoeartas macca ot Benoro 4o HENTOBATO-KOPWYHEBOro LBeTa ¢ NNeHo4Hon obonoukoh
CBETNOro XeNTOBATO-KOPUYHEBOro LBETa C NNEHOYHON | CBETNOro XenToBaTo-KOpU4HEBOTO LiBETA.
060M04KOM CBETNOND XETOBATO-KODUMHEBOrO UBETA.

MoANUHHOCTL Bpems yAEpKWBAHWA OCHOBHOMO NWKa Ha MoaTBEPHAEHO
XpoMaTorpamMmmMe UCNLITYEMOro pacTeopa 4ONXHO
COOTBETCTROBAaTE BPEMEHU YAEPKUBAHNA OCHOBHOIO
NUKa Ha XpOMaTorpamme CTanAapTHOro pacreopa
naHToONpa3ona HaTpWs CECKBUruapaTa.

ONHOPOAHOCTL A03MpoBaHus | MokasaTens npuemnemocty (AV) He Gonee 15.0 %. 59 %

PacnagaemocTs TaBneTky He AOMKHLI pacnagatbes B 0,1 M pacteope | CooTeeTcTBYET
XNOPUCTOBOAOPOAHOA KUCNOTLI B TEUEHUE 2 Y.

PacnagaemocTb TabneTki 4OMKHbI pacnagateca B hocgaTHOM 14 MuH -
6ydepe pH 6,8 8 Teuerune 60 MUH.

PoacTseHHble npuMecu MaxTonpa3ona cynsdoH - He Gonee 0.3 %. 015 %

PoacTBeHHbIE NpUMecH ManTonpasona cvnboua - He bonee 0.2 %. <=0.10 %

PoAcCTBEHHbIE NpUMECH MaHTonpasona N-oxkcua - He Gonee 0.2 %. <=0.10 %

PoaCTBEHHbBIE NDUMECH Niobas apyras eaAMHUYHanA npumeck - He Gonee 0.2 %. |<=0,10 %

PoncTBeHHbIE NDUMECH Cymma npumeceh - He Bonee 1.5 %. 0,15 %

PacTBOpeHUe:-KNCNnoTHaA He Gonee 10 % naHTonpa3sona oT 3anBneHHoro 0-0%

craaus KONMYecTBa Yepes 2 4.

PacTeopeHue:-bydepHan He mexee 75 % (Q) naHTonpaaona oT 3aABNEHHOM0 97-101%

cTaaus KonuyecTea Yepes 45 MUH.

KonuuecTteeHHoe He meHee 95,0 % wu He Gonee 105,0 % navtonpasona |99,3 %

onpeneneHue OT 3aABMNEHHOro KONW4ecTsa.

Mukpobuonornyeckas e Po, Kateropus 3A. CooTeeTcTByeT

yucroTa

[aHHbl cepTNdUKaT Ha CEpUK UMEET 3NEKTPOHHYHD NOANWCH.
CepTHgUKaT Co3AaH aBTOMATU4ECKA BaNUAMPOBAHHOA KOMNBIOTEPHOR CUCTEMOR.




(T4 IKRKN

000 «KPKA-PYC»

CNY>XBA KAYECTBA
143500, MockoBckan obn.,

r. Mctpa, yn. Mockosckas, 4. 50
TenedoH: +7 (495) 994 70 70/80
Tenedpakc: +7 (495)994 70 78

NACMNOPT
KAYECTBA

Koa Ne: 7C8944

MponykT: Honbna3a® (MaHTonpa3on) TabneTku
KMWe4YHoOpacTBOpUMbIE, MNOKPLITLIE
nNeHo4YHoOU o6Gonoukon, 20 Mmr

Cepus: 51450920

Nara npowssoactea: 09.2020

[ara ucredyeHus

CpOKa roAHOCTW: 09.2025

Ynakoeka: (KOHTYpHas A4eikoBas ynakoska) 14 x 1 (nauka KapTonnas) AT 12.10.2020
XpaHeHue: Mpwn TemnepaType He Bbiwe 25 °C, B OPHMIMHANLHON YNaKOBKe. Crpanuua: 2/3
Konu4ecTeo: 157.097 wrT.

Ne cepum akTueHoro K66018

KOMMNOHEHTa:

TecT Cneundukauusa PeszyneTarthl

Ynakoska Mo 14 TaBneToK B KOHTYPHYIO AYEAKOBYID YNaKOBKY Mo 14 TabneTok B KOHTYPHOW AYEAKOBOR YnaKkoBke
U3 komBUHMpoBaHHoro matepuana OMA/ANMBX v 3 KoMBuHUpoBaHHoro matepihana OMA/AN/MBX u
OoNbri antoMMHKEBOR. donkru anioMUHNEBOoN.

Mo 1, 2, 4 KOHTYPHbIE A4EAKOBbIE YNAKOBKM Mo 1 KOHTYpPHOM AYEAKOBOW YNakoBke BMecTe C
BMECTe C UHCTPYKUMEH NO NPUMEHEHWIO NOMEeLaIoT B WHCTPYKUMEN NO NPUMEHEHMUIO NOMELLEHO B NaYKy
nayky KapTOHHY0. KaDTOHHVIO.

MapkupoBka Ha KOHTYPHOR RYEMKOBOM YNaKoBKe YKa3biBaKOT: Ha KOHTYpHOW R4EAKOBOW YNakoBke ykasdaHho:
TOproeoe HaumeHoBaHwe npenapara c TOProeoe HaumeHoBaHwne npenapaTac
npeaynpeanTensHoil Mapkuposkon ®, npesynpeauTensHON Mapkuposkoi ®,
MexaAyHapoaHoe HenaTeHTOBaHHOE HanMeHoBsaHue, MeXayHapojHoe HenaTeHToBaHHOE HauMeHoBaHue,
nekapcTeeHHyo OpMy, AO3NPOBKY, TOBAPHBIA 3HaK nekapcTeeHHas ¢opMa, A03UpoBKa, TOBaPHLIR 3HaK
(UpMBI-NPON3BOAUTENA (Ha NaTURNLE), HOMEP tbvpMbI-Npou3BoAUTENR (Ha naTuHuue), Homep
cepwi U CPOK rogHOCTH. cepun u Cpok rogHoCTHN.
Ha nayke KapTOHHON yKa3blBaIOT: Ha naqke KapTOHHOW yKa3aHo:
TOProBoe HauMeHoBaHWe npenapara ¢ TOProBOE HaWMEHOBaHWe npenapara ¢
npe/ynpesnTENbHON MapKkupoBKod ®, npeaynpeauTensHol Mapkuposkoi ®,
MEeXAYHapOAHOE HENAaTEHTOBAHHOE HAaWMEHOBaHWE, MexayHapoJHOEe HenaTeHTOBaHHOE HaMEHOBaHWE,
nekapcTBeHHy opMmy, A03UPOBKY, KONN4ECTBO nekapcTBEHHan PopmMa, [,03UPOBKa, KONUYECTBO
TabneTok B YNakoBke, HaapaHue AENCTBYIOWEro TabneTok B ynakoBke, HasBaHue AeACTBYIOWEro
geLlecTsa u ero konuyectso B 1 Tabnetke, BellecTsa 1 ero konuyecTso 8 1 TabneTtke,
«BcnomoraTensHele gelwecrtsa: copburton, «BcnomoraTtensHble BewecTaa: copbuton,
NPONUNEHFNNKONb, MAHHATON W APYrue, ykalaHHbie NPOMMNEHTNWKO L, MaHHUTON 1 APYIUE, YKA3AHHEIE
B WHCTPYKLWW N0 NPUMEHEHNIO», CNOCOE B UHCTPYKUMM NO NPUMEHEHWO», cnocob
npUMEHEHWs: «[NA npuema BHyTPbY, YCNOBUA npuMeHerUs: «[inAa npuema BHYTPb», YCNOBURA
XPaHEHWA, YCrIOBIA OTMYCKa, TOBapHbIA 3HaK XpaHEeHWA, YCrIOBUA OTNYCKa, TOBAPHBIRA 3HaK
(hMpPMbI-NPOM3BOAUTENA (Ha NATUHWLE), HA3BAHWE, thUPMbI-NPOU3BOANTENA (Ha NaTnHnLe), Hassaxue,
aapec, TenedoH 1 dakc GUPMbI-NPOUIBOAUTENA, agpec, TenedoH 1 dake HGUPMbI-NPOUIBOANTENS,
npeaynpeAvTENbHbIE KAANUCK: «XPaHUTs B NPEAYNPeANTENBHBIE HAANUCKH: «XPaHUTL B
HeAoCTYNHOM ANA AeTed mecTe.», «[pUMeHATL no HeHOCTYNHOM AMA AeTeit mecTe.», «[pUMEHATL MO
Ha3HaYeHWIo Bpaya.», PerncTpaLnoHHeIA HOMep, HE3HAYEHWIO Bpaya.», PEruCTPaLMOHHbLIA HOMEp,
HOMEp CBUAETENLCTBA Ha TOBAPHbLIA 3HaK, HOMEp HOMEP CBWAETENbCTBA Ha TOBAPHbIA 3HAK, HOMED
Cepuu, CPOK FOAHOCTH U WUTPUX-KOA, Cepun, CPOK FOAHOCTY U WTPUX-KOA,
NPOW3IBOACTBEHHBIN KOg YNAKOBOYHOrO Marepuana. MPON3BOACTBEHHBI KO YNaKOBOYHOro MaTepuana.Ha naqky
[onyckaeTca HaHeGeHWe Ha nayky KapTOHHYIO KapTOHHYI0 HAHECEH KOHTPONbHbIA (MAEHTUDUKBLMOHHBIN)
KOHTPOMbHOIO (MAEHTUPUKALMOHHOrO) 3Haka (KN3) 3Hak (KN3).
C NOMHBIM WM HACTHYHLIM AyGnupoBaHuem
NHOpMaLnK, cojepalieincs B Hem B BUAS
YUTABMOro NeYaTHOro TEKCTa C Uenbio
MOHUTOPWHIa ABIKEHWA NEKapCTBEHHOro npenapara
0T NPOWU3BOAWTENA A0 KOHEYHore notpeburens.

CpOK roiHocTn 5 nert. 5 ner.

[laHHbiA cepTUdUKaT Ha CEPUI0 UMEET 3NEKTPOHHYI0 NOANKCD.

CepTudukaT co3faH aBToMaTUyeckn BanWAMPOBAHHOR KOMNbIOTEPHOM cucTemMoi.




Kopn Ne:
Mpoay«xT:

Cepus:

[JaTa npoussoacTea;

[daTa ucre4eHus
CpOKa roAHOCTH:

YnakoBka:
XpaHeHue:
Konunyectso:

Ne cepwn akTMBHOro
KOMMNOHEHTA:

7C8944

Honbnaza® (MaHTonpason) TabneTku
KULWEYHOPACTBOPUMbIE, MOKPbITLIE
nreHo4YHou obonoukou, 20 mr

51450920
09.2020

09.2025

(KOHTYpHas AYeiKoBas ynakoBka) 14 x 1 (nayka KapToHHas)
MNpu Temnepartype He Bhiwe 25 °C, B OpUruHanbHOMW ynakoBke,
157.097 wr.

K66018

KauecTso npoAyKTa COOTBETCTBYET HOPMATUBHOM AOKYMEHTaUMN:

NCP-008049/08-280918

[ata Bbigauu nacnopra:
12.10.2020

[KRKN

OO0 «KPKA-PYC»

CNYXBA KAYECTBA
143500, Mockosckas obn.,

r. Mctpa, yn. Mockoscekas, a. 50
Tenedon: +7 (495) 094 70 70/80
Tenedcakc: +7 (495)994 70 78

NACNOPT
KAYECTBA

OaTta: 12.10.2020
Crpanuua: 3/3

Cnyxb6a KavecTtea
HavansHuk OKK
YepreHka HO.H:

[arHblit cepTdUKaT Ha Cepuic UMEeT 3NEeKTPOHHYIO NOANKCEH.
CepTudukaT CoapaH aBTOMaTU4ECKIM BANWAMPOBaHHON KOMMBIOTEPHOW CUCTEMOM.



