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CEPTU®UKAT CEPUU IOTOBOM nPOAYKUUU
(nekapcTBeHHbIe NpenapaThbl ANA MeAVUMHCKOro npumeHeHus) Ne 584

PeHranuH pacteop An1s npuema BHyTpb (dnakoH) 100 mn x 1 (nayka
KapTOHHas)

HaseaHwe, nekapcTBeHHan opma, pasMep ynakosku

Ctpana HasHavennn: POCCUA

Homep cepuu: 5330420

Dara npoussogctea: 10.04.2020

Cpok rogHoctu roger go:  10.04.2023

Konudectso ynakosok B cepun: 4 743 Wt

Homep PY: JIN-N (000017) - (PI-RU) AaTta peructpauun: 11,12.2019

HA: @©CN NIN-N (000017) - (Pr-RU) - 111219 ot 11.12.2019

HacTosawmnm A yaoctosepsio, 4TO BCe CTaAWM NPOW3BOACTBA cepuu rotoBon
NPOAYKUUKW NeKapcTBEHHOro npenapara Ans MeauuuHCKOro NpuMeHeHus BeINONHANUCH
B MONHOM COOTBETCTBMK C TpebosaHusMu GMP 1 pervcTpauloHHbIM gocke.

Hata nognucanuna: 17. 04 2020\
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CEPTUOWKAT KAHECTBA Ne 533

Haasarue npenapata: «PeHranuH» pacTeop AnA NpUeMa BHyTpL

CrpaH
Home

— npou

Q!

ro

uTenk: Poccuitckas depepauun
ws: AN-N (000017) - (PT-RU) - 111218, cpok pedcrana fo 11.12.2024

TOB

[oauposka: cocras (Ha 100 mn) pacTeopa AnA npyuemMa BHYTPL:
AEWCTBYIOUME BEWECTBA!

AxTutena k GpagukuHuHy adrHHO QHUULIEHHBIE 012r
AHTUTENE K rucTamuHy ajuHHO OMULIEHHbIE 012
AnTuTena k MmopguHy athhUHHO OHULIEHHBIE 0, 12 re

“BROAATCR A BB CMECK TREX AKTHAHKIX ROAHKIX pane/eHun cyBOTAHL Y, PAIRENRHHOU CONTROTCTAR MO 1} 1007 100"

1067

BCNOMOraTeneHble BELUECTEA!

runpoMennosa 1.0r
ManeTATON 60r
rnuuepon 30r
copbart kanua 0,165r
NVMOHHaR kucnoTa 6essogHan 0,02r
BOAS O4MLLEHHARA Ao 100 mn

J gkapcreeHHan QQQM

Paamep v Tun ynakopku: no 100 mn 8o
KPbILLUKAMW C XOHTPONEM MEPBOre BCKPLITUA. C KanenbHuLen

PacTteop ansa npuema sHYTPb

NOMELEeH B Na4Kky U3 KapToHa,

KonuuecTso ynakoBok B cepun: 4743 WT.
Homep cepuu: 5330420
Oara npoussoactea: 10.04.2020.

[ara oxoHuaHus CPOKA FOAHOCTY. roaeH ao: 10. 04.2023.

IOpuanveckui agpec: 000 «HM® «Marepua Meanka XonauHrs, Poccus,

127473, r. Mockea, 3-i1 CamoTeunbid nep., A. 9, Tenedon/pakc: +7 (495) 684-43-33

Aapec NPoU3BOACTBEHHON NNOLIEAKN:
IuuyeHaua: Ne 00432-NC ot 03 ceHTAGPA 2019 r., BuiganHza M

Pe:_{nﬂmm aHanuaa:
{ Nokasatens
Onucare
a NogNUHHOCTL

‘.pH

| WaBnexaemuli 06LoM

| Mukpo6uonoruyeckas |
uucToTa

Yna KOBKa

Poccvs, . Yenaburck, yn. ByrypycnaHckas, A. 54

TpeBoaawua ®©CMN NN-N (000017) - (Pr-RU) - 111219
BecuﬁeTHaﬂ vnu NouTH ﬁeuqaemaﬂ npoapaqHan KUAKOCTL.
F‘ear uus  Ha ManeTuton {nocne AOGABNEHWA  KanbUws Xnopuaa

pa3

nakoHbl U3 okpawewHoro cvekna (vun Il o ruaponUTAYECKOR YCTORUUBOCTN), YKYNOPEHHbLIE
Kaw@blil hNakoH BMECTE C WHCTPYRUMEW N0 MEAULMHCKOMY NPUMEITINI

WHUCTEPCTBOM NPOMBILUNERHOCTA W Toprosnn Poccunckon degepaunn

PeaynbTarbl NCAbITAHWN

Mouti BECLUBETHAR NPOINAYHAA AMAKULCTL

' NonoxwrensHas, Ofipaayercs poiosos

4,n.dm.uenmero hUNLTPOBAHUA) CO CMECHK) NMpOKaTexwHa pacTeopa 10 % c | oxpawusanve

| T X

CepHOR KMCNOTOM KOWLEHTPUPOBAHHOW Mpn  HarpesaHum. OBpasyeTca |
poacnoe  okpawmsaKue.

OT 4580 7.0.

| Vicnibitanve NPOBOAAT B COOTBETCTAMM ¢ TpeboBaHUAMY

7.1, 00C.1.2.1.0004.15 «WoHOMETPUR .

chbnawue NpoBOAAT B COOTBETCTBMWM C TpeboBaHWAMM re Xi, v Il
| 0®C.1.4.2.0002.15 «M3snexaemblin obwem»

| CpeaHee 3HaqeHve o0bema coaepumMoro 10 ynakosok gonuaio Guims ne

1 meHee 100 %, ¥ HY O4HAE M3 YNAKoBOK HE AOMKHE UMETD ofibem meree 95 %

OT YKa3gHHOTO Ha 3TUKETKE. Ecnn cpeaHee  jHaueHWe obhema

| copeprwvmoro 10 ynakosox MeHee 100 % OT yKa3aHHOro Ha JTWKETKE, HO HW
| 0AHE U3 YN3KOBOK He numeeT o0bem meHee 95 % wWnW CpeiHEee 3Hadenve

| obbema coaepwumoro 10 YNakoBOK COCTaBNAET 100 % v obvewm He Gonee

| -
| 4eM OHOM YNaKoBKW MeHee 95 %, Ho He MmeHee 90 % OT yKa3aHHOro Ha

|

Mo

| ATUKETKE, TO BLINO/HAIOT UCTIBITAHUE Ha 20 [ONONHUTENLHBIX YNAKOBKAX.
Cpeanee 3HaueHune 00vema COAEPHMMOTO 30 ynaxosox
| COCTABMAT, He meHee 100 % ot ofbema, yka3aHHOro Ha aTukeTke, U obbem

'He Conee 4eM OAHOR u3 30 yax0BOK MOMET BLith meHee 85 %, HO HE |

| MeHee 90 % OT yKa3aHHOTO Ha ITKETHE
| icnuiTanue NpoBOAST 8 COOTEETCTEMM C TpeBoBaHuamm [P XIl,
7.1, Q®C 1.2 4.0002,15 «Mukpofinonorueckas YucroTar (Kareropwua 3A)

100 mn BO pnaKkoHb! W3 OKPAWEHHOrc CTekna {run 1l

| MAPONWTUYECKOR YCTORYMBOCTY), YKYNOPEHHbIE KPBILWKAMU C KOHTPONEM
| NEpBOro BCKPbLITUA, C KanenbHUUEeR.
g!{amblﬁ (NaKoH BMECTE C WHCTPYKUWER N0 MEANUVMHTKOMY NPUMEHEHKIO

MOMELAHT B NauKy U3 KapToHa.

Ceprwdmkar kadecina NeS33  or 17 04.2020

5,45, 5,44, 5,44.

' Cp. aHauenne obwema 10 thnakoHoe

AOMKHO |

no |

CooTteevcTeyeT Tpebosanuam & XL 1 |
ObC.1.2 1.0004.15 «MoHOMETEits Y

1007 %

MuHumanisHeii o6vem 1 gnakona 100
(100%)

CooTaerciayer Tpeboganuam T X1l 7
OwC.1.4.2.0002.1% «3BNeRae MBI |
ofvem» H

wn

' CooTeetcrayeT TpebosaHuam @ X ¥ I

OOC 12 4.0002.15 «Mugpobuonorueckas
qucToTas (Kareropus 34

CooTeBeTcrBYET

‘Mo 100 MmN BO HNakGHLl ®3 GKPAMEHHOIO
crekna (twn [l N0 FAADONUTUNECKOR
YCTOAYMBOCTM], YKYNDPEHHBIC KPLILUKAMAN L
| KOHTpGNEeM nepaorc BCKPBLITUSL, e
| x@aneneHuUen. i

| Kawabit hNakoH BMECTE C MHCTPYKUWER (10

MEAUUMHCKOMY NPUMEHEHIIO NIOMELEHT B
NauKky W3 K8PTOHA.

Crputenyn 1wva ?



MAaTeRrId meDICa

Mokasarenn I TpeBosanua OCI NN-N (000017) - (PT-RU) - 111213 i PeaynuTatel ucnuiranuu
' Xpawemme "Tipu Temnepatype we auiwe 25 °C, ! Coorsetcrayer.
‘ ‘ ] _ Moy Temnepatype He Boiwe 25 °C,
" Mapkuponka " MapKupoBKa nepanruit YrIaKosKu, ' CocTeercisyer '
i Ha kaxabii hnakor HakneusawT ITUKBTKY U3 Dymarn, rge yxasaust: | MapknpoBxa nepsuursi yiakosxu ‘
‘ HaumeHoBaHve, appec, Ten./(aKc U ToBapHbLIH 3HaK NpOU3IBOAUTENA, | Ha kaxawid thnaxon Haknewsaor ITVKETKY
| HBaBaH1e npenapara, nekapcToentas dopma, ofibem npenaparta & mn, w3 Bymaru, rae ykazawo: HAWMEHDAAKUE .
| YCNOBWA XpaHeHus, «XpaHUTb B HEAOGTYNHOM AN AeTen MECTEY, «fiRYeHUe  aApec, Ten /hHaKe ¥ TeIapH.Ii 3Hak
' Kawnay, «He 3amMopamisarsy, Homep Cepun, CpoKk roAHocTu («MoageH MPOUIBOAMTENA, HAIAAHME NpCnapaTa,
Y - nexapcraeHHan Gopma, obueM npenapary
iMapmpoana BTOPWYHOK YNaKosKu MI1, YCIOBMS XpaHEHURA, « XparuT, o
‘Ha KBPTOHHOW NANKE YKa3bIBAKT: HAMMCHOBAHWE, NOYTOBLI anpec, HeAOCTYNHOM ANA ACTen mecTay,
| TeN./thake M TOBAPHLIA 3Hak NPou3BOANTENSA, HAa3BaAHWE npenapara, «NeYeHMe Kawna», «He 3aMopaKABaTL,
| NexapcTaeHHylo hopMy, COCTAB NPENapaTa ¢ yKka3aHem Ha3saHus [ | HOMEP Cepum, CPOK roiHoCTU («Mopex
| KONMYECTBA AKTUBHbIX BELUECTE M HAIBaHUs BCNOMOraTenkMelX BelecTs, A0%..»)
; | o6rem npenapara B Mn, «Cnocob NPUMEHEHNA U A03bI CM. MHCTPYKUMIO No Mapxuposka eTopuunci ynakooku
| | ME/IULIHCKOMY NPUMEHEHMNIO BHYTPM YNaKoBKu», YCNOBWR XPaHEHNS, Ha xapTou+oi navke ykasawo
YCNOBWA oTnycka, «XpaHuTs B HEAOCTYNHOM ANR AcTen mecTen, «[leY8HNE  HAUMBHOBAHME. NOYTOBLI anpec,
| KawnA», « He aaMopaxveaTby, hapm-koa (roadmuecknil v unthposon), TE11. ADEKE 1 TOBAPHLIM 3Hax
| Homep cepun («Cepus: *). CPOK rogkocTy {«Mogen no: . »). para NPOUIBOAUTENR, HAIBaHUE npenapara
hpownasoacTea («Jata nponss.. .. »). VHAMBWAYAIIbHBIA CEPUMHBIA HoMED, NexkapcTBeHHan tiupma, CocTas npenapara
{ | noTpebuTtensckon (ETOPUUHOR) ynaKkoBku («C.H. %), roGansHbin HOMEpD C YKA3aHWMEM HAa3BAHWS 1 KONWMUeCTRE
! {Tosapa GTIN («GTIN ...»), PEMMCTPALIMOHHLIA HOMED, WITPUX-KOA, CPE/ICTEO  AKTUBMBIX BEILECTB U HAIBAHMN

WABHTUDUKALMM (2D KO B MaLLMHOYUTAEMOR thopme). BCNOMOratensHbix BewecTy, obuem

{ npenapava 8 Mn. «Cnocob npumenaxns 1

| BO3bI: CM. MHCTRYKUWID MO MEANUMHCKOMY
IPUMEHEHMIO BHYTDN YIEKOHKMY | YCAOBMS
XPAHEHUA, YCNOBMA 0TNYCKA. «XpaHuTh B
HEROCTYHOM ANA AeTel MECTE s, |
«Nevenue kawnas. « He 3amopaxneaTe
dapm-xkoa (rpaduseckmii n unpposon)

Homep cepumn («Cepus  «), cpok rogHoc I
[«Topex ao %), AATA NDOMIBO/CTBA
(«flava npouse.. o) MHAMBUIYENLIBW

| CePUIHLIA HOMEP, NoTpeluTenberon
j (BTOPUYHOM) ynakoskw («C H.. »),
| rroBansHbii Homep Tosapa GTIN («GTIN
%), PEFUCTPALMOHHLM HOMED, WTPEKHX-KON,
, CPEACTBo MaeHTHdMKaLMA (20 kog o
| MALMHOMNTAERMON (0P )
| Cpox roanocTu - |dropa. ' 'Fonen ao: 10 04 2027

KommenTapun: YkazanHan s HacToswem ceprudnkare cepun npenapara cooTsercTayer TpeboBanuam @CM NN-N {000017) - (PT-RU} -

111219,
3ansnedne o cepTudviaLmMKM 3Tum A CEMAETENLCTAYI, YTO NPMBEAEHHAN BbIWE MHBOPMauMs AOCTUBEPHE W TOYHA. D13 CEPMA NPOAYKLMKM Deina

MPOU3IBEAGHA (BKITIOYERA YNAKOBKY/MAPKMPOBKY} W KOMTPONb €€ K3ueCTRA BLINONHEH B NOMHOM COOTBETCTAUW © npasunamw GMP w aocee
cneuuduKanniz Ana uceneayemoro NC. MpoTokons NPOM3BOACTBAE, YNAaX0BKMA M 8Hanuaos Buinu paccmoTpeHbl v cooTseTcTeue GMP YCTAHOBNEHO.

HayansHuk OKK: cﬁ— Kapnosa E.A.
dara: 17 anpens 2020 P MO T
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Ceprutburar xavectra Ne533 ot 1/ 04 2000 Crpanin i 7 vy |



