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e-mail<ikbashkova@pharmstd. ru>

Macnopr Ne 010420/2020rM

HaumeHosaHue npenapata no HA: OKTpeoTUA-NOHT MUKpOCGEepsl ANA NPUrOTOBNCHNA CYCMEH3MM ona
BHYTRUMBILWEYHOTO BBEAEHUA NPONOHTMPOBAHHOIO AeMCTBMA, 30 Mr
Homep naptum (cepun) 010420 ropen ao 04.2022

Obuiee KoNM4eCTso HapabaTaHHOM NpoayKUMH (0Bbem), ea, usm. 3,477 T.ynak

Aara seinycka 02.06.2020

Pacteoputens MaHurt, pacrsop 0,8% cepua 010919

Hcneimanva nposenensl no HA JCP-003580/10-290410, uam. Ne 1-5

[Dara HaumeHosaHue TpeGoBaHMA HOPMaTUBHON Pesyneratel MCnNbITaHKMi
VCAbITaHKA noxasarenen DOKYMEHTALMU
13.05.2020 | Onwucanue: conepxmmoe 1. ModHNAN3MPOBAHHLIA NOPOWOK (NOMKMIA Coorsercreyer
02.06.2020 | $nakona MOBDUANIAT) UAK YrnoTHEHHBA B TabreTky 1. ¥nnotHennar B TabneTky nopucras

nopucTan macca fenoro unu Genoro co macca Genoro yeera
CAaBbIM MEATOBATLIM OTTEHKOM LIBETA

Onucanue: 2. Mpu npubasneHnn pacTBOPUTENA U CooTtsercreyer

BOCCTAHOBAEGHHAA s36anToisankm OMKNE 0BPa30oBaTLCA 2. Npu npubasneHn pacTBOPUTENA W

CycneHava romoreHHas cycnensua Genaro mam Senoro co 8363ATbIBaHMM 06PA3yeTCR rOMOreHHan
€nabbim Me/TOBATHIM OTTEHKOM LiBeTa. [pu cycniensna Genoro ysera. Npu crosHmum
CTOAHMM CYCNEH3NA OCAMOAETCA, HO NETKO CYCNEH3MR OCIMOAETCA, HO NErKO
PRCYCNEHAMPYETCA NPY BCTPAXMBAHMK. PECYCNeHAMPYETCA NPU BCTPAXABAHM.
Cycnenana pomkHa ceofoAHO NPOXoAWTL B CycneH3na gomkHa ceobonno
wnput, yepes uray Ne 0840 NPOXOAMTL B Wwnpuy 4epes urny Ne 0840

CeaumeHTaunoHHan Cycnensua He JOMKHa PACCNanBaTLCA B Coorsercrayer

YCTOWUUBOCTL TEYEHWE HE MEHEe 3 MHH

pH Qr50p007,0 6,5

NoannHHOCTL: BIKX Bpema yAepUEaHNS OCHOBHOTD NWKA Ha Nogreepwaaerca
XPOMATOTPAMME MCNLITYEMOro PacTeopa
[AONHHO COOTBETCTBOBATL BPEMEHM
YAEPHMBIHUA OCHOBHOIO NWKA HA
xpomarorpamme I'CO OKTpeoTMAR auUeTaTa

MopauHHOCTB: WindpakpacHsifl CNEKTP MCNbITYEMOro Nogreepmgaercs

MK-cnexTpockonua rpenapara AonxeH MMeTb NONHOE COBNaaeHue
NCAOC NOTAOLWEHWA C MK-CnexTpom
conanumepa DL-monouroi W rnkonesoi
KUCNOT

MexaHU4eckme BKAYeHna MNpenapat poamen sbigepwuesats Tpeboaanua 1

Boaa He Gonee 2,0 % 0,1%

Pacrsopenne Yepes 14 - e Bonee 5,0 % 01%
Yepea 4y - He Gonee 6,0 % 0,1%
Yepes 24 4 - ne Gonee 7,0 % 0,1%

MocTopoxsue npumeck Copepmwanue NoboH eaUHUUHOR He 0,0%
MOEHTHOUUMPOBAHHON NpuMec - He Bonee 2,0
%
CymmapHoe cofgpranmne npumecei - e Bonee 0,0%
5,0 %

QOcraTounbie opravuyeckue Merunenxnopuaa - He Gonee 1,5 % 1,3%

pacTeopuTenm

Muporennocts Mpenapar aonwen GoiTe aNMPOreHHbIM AnuporeHeH

CrepunbHOCTS Mpenapar gonweH ObiTb CTEPUABHLIM CrepunbHbin

OgHopogHocTy ConepHaHue OKTPROTHAS B OQHOM dNaKoHe He 29,0 mr

£03WpoBannA {min) meHee 25,5 mr u He Bopee 36,0 mr

OCanopopsocTy Coaepmanne OKTPECTHAA B OAHOM GNaKoHe He 29,8 mr

A031pPOBaHMA (max) meHee 25,5 mr u He 6onee 36,0 mr

OppopoaHocTs Copep#anme OKTPEOTUAA B 0AHOM PABKOHE OT 96,7 %

[03MpoBaHmAa (min). 85,0 % no 120,0 % OT 33ABAEHHOIO KONMYECTBA




Nacnopr Ne 010420/2020rM

CxTpeaTna-nowr MMKPOCHEDBI ANR NPMTOTOBAGHMA
CYCneHzmn ANA BHYTPHMbIWEYHOrQ BBEAEHMA
NPONOHTMPOBAHHOTO AeACTENR, 30 Mr Cepus: 010420

13.05.2020
02.06.2020

OCaHopogHocTs Copepmanne OKTPLOTMAS B OQHOM GAAKOHE OT 99,3%
A031poBaHua {max). 85,0 % 4o 120,0 % OT 3aABNEHHOrO KOAMYECTBa
Konuuecreennoe He menee 27,0 mr v se Gonee 34,5 mr (ot 90,0 29,4 mr
onpegenexHue % 0o 115,0 % o 3ansnexHoro KONMYECTBA)
YnaxoBka Mukpocdepet, conepmaluue no 10, 20 nam 30 Coorsercrayer
MI OKTDEOTMAR, BO GNAKOHLI TEMHOTD CTexAa Murpocdeps, cogeprawme no 30 mr
BMECTHMOCTLIO 10 mn, OKTPEOTHAR, BO GAIKOHBI TEMHOTD
rePMETUHHC YRYNOPEHHBIE NPOGKaMM 4R cTerna
NMOPUNBHOR CYLKK W OBKaTaHHbIe BMECTUMOCTBIO 10 MA, repmeTiuno
ANIOMHHUEBLIMM KONNAYKIMM MM yKynopenssie npobkamm gna
KOAN2AYKIMU BNOMUHHEBO-MAICTUHOBLIMY. hHD¢MﬂbHOﬁ CYWHKK
Ha pnaKoHb! HaKNBNBAIOT CAMOKNBALLMECH # O6KaTaHHbIE KONNAYKaMM
ITUKETKK. MO 2 MA PICTBOPMTENA B amnynbl ANOMUHHEBO-NNACTUKOBEIMMA.
HelTpansHoro crewna 1 rMAPOAWUTHYECKOTO Ha $naKkoHb! HarkneeHbi CaMOKNEAWMECA
KAacca. Ha amnynst Haknereaior ITUKETHW.
CAMOKNEALLMECA STHUKETHM, Mo 2 mn pacteopurena & amnyne
B KOHTYPHYIO RYBHKOBYIO YNAKOBRY W3 NAeHKM HeHTPanbLHOro crerna 1
NONMBUHWAXNOPMAHON N KOMEMHUPOBARHOIO FAAPONUTHYECKOTD
NOKPOBHOID MaTEPHManNa NOMELLAIOT: Knacca. Ha amnynsi HakneeHw
= 1 dnaxkoH ¢ npenapaTom: CAMORNCALINECA ITHKETKHN,
= 1 amnyny ¢ pacTBopuTenem; B KOHTYDHYO AueiinoByO YNaKoBKy 13
- 1 WNpKLY, 0AHOPa30BOro NPUMEHEHMUA NNEHKK NONUBUHUNXNOPHAHON U
BMECTMMOCTLIO 5 MA1, B KOMRAEKTE € 1 HOMGHUHMPOBAHHOTO NOKPOBHOrD
CTEPUALHOM MINOR ANA pacTBOPUTENR MaTepHana NomMeweHbl:
Paamepom 0,8 mm X 40 MM, YNaKoBaHHbIN B - 1 dnakoH ¢ npenapartom;
KOHTYPHYIO YNaKOBKY; - 1 amnyna ¢ pacteopurenem;
= 1 CTEPUNLHYIO UIAY ANR CYCNEH3KMM pasmepom - 1 WNpWY 0AHOPA30BOrO NPUMEHEHMA
1,2 MM x 50 MM, yNakosauHyio B BMECTUMOCTLIO 5 MA1, B KOMNAEKTe ¢ 1
MHOMBUAYANEHYIO KOHTYPHYIO YNaKoBKy; CTEPMALHOM MINOW ANA PACTBOPUTENA,
- 1 ETePUALHYIO UINY ANA MHBEKLWMIT Pasmepom pasmepom 0,8 mm*40 mm,
1,1 mm x 40 mm, yNaxkoBaHHYO 8 YNAKOBaHHbIA B
MHANBMAY3NLHYIO KOHTYPHYIO YNaKOBKY; KOHTYDHYIO YN3KOBKY;
- 2 CAMPTOBLIE C3APETHM, YNAKOBAHHBIX B - 1 cTepyunbHan Mrna AnA cycnessum
HHAWMBUAYANLHYIO YNEHOBKY, pasmepom 1,2 Mm*S0 mm, ynakosaHHas
Ha KOHTYDHYIO AYEAKOBYH) YNaKoBKY KOMNNEKTa B
HAKNEMBAIOT CAMOK/ERWYHOCA ITUKETKY. UHAUBUAYANLHYIO KOHTYDHYIO YNaKOBKY;
1 KOHTYPHYHO A4ERKOBYIO YTIAKOBKY KOMN/EKTa - 1 CTepUABHan Una pAs MHbERLMA
BMECTE C MHCTPYRLMEN NO NDUMEHEHUIO pasmepom 1,1 mm*40 MM, ynakosaHHan
NOMELLIIOT B MAYKY M3 KApTOHa, ]
MHAWBNAYALHYIO KOHTYPHYIO YNaKosKy;
- 2 CNMPTOBLIE CandeTKu, YNakoBaHHbIe
B MHAMBMAYANBHYIO YNAKOBKY.
Ha KOHTYPHYIO AYEHKOBYIO ynaKosKy
KOMPNEKTa HAKNEEHE CAMOKNBALAACA
3TUKETKA.
1 KOHTYPHaR AYENKOBAA YNAKOBKa
KOMMAEKTa BMECTE C MHCTPYKUMEN No
NPHMEHEHWIO NOMELLEHA 8 NaYKy W3
KapToHa.
Mapxuposka B cooraetcTemu ¢ Tpebosannamu GCN Cooreercreyer
JICP-D03580/10-290410, vam. Ne 1-5
XpaHeHue B 3awmuienHom cr ceeTa mecre npu Cootsercreyer
Temneparype ot 2 4o 8 °C.
Cpok rogHocT# 2 ropa Coorsercreyer

Tope+ ao 04 2022




Nacnopr Ne 010420/2020MN

OKTPEOTMA-NOHT MUKPOCHERLI ANA NPHIGTOBNEHNA
CYCMEHINM AR BHYTPHMBIWEYHOIO BBEAEHNA
NPONOARTMPOBAHHOFD AerdCTBuA, 30 mr Cepua: 010420

Ananutuyeckan naboparopun

HauanpHMK aHAMTUYECKON 3yGapesa KOnua BauecnasosHa
naboparopuu:
MoANUCaHO BNRKTPOHHON NOANNCHIO
02.06.2020 14:49 654949-7538014250
Xpomatorpaduyeckan nabopatopma
HauanbHUK xpomaTtorpaduyeckon KuproxnHa Mpura Asapeesta

NabopaTopuu;

MNoANUCAHO 3AE@KTPOHHOM NOANKCLI0
02.06.2020 10:20 653427-7537977686

NabopaTopns MUKPOBMONOTHYECKOTO KOHTROAR

Hauanbhuk nabopatopum Amaneesa Peruna JamMupoBHA
MUKPOEHONOrMYECKOTO U

BUOXHMMUYECKOTO KOHTPONA!

NoAnUCcaHo 3NBKTPOHHON NOANKCHIO
01,06,2020 14:37 650746-7537833404

Tpynina BXOQHOro 1 mexonepaynoHHore koutpons OKK
Beaywuit nHmeHep: KyBaToBa [unbbap damuposra

NOANMCaHO 3NEKTPOHHON NOGNWCLIO
02.06.2020 16:29 655458-7538028773

3aknouenue OKK: npenapar cootsercreyer TpebosaHnam /ICP-003580/10-290410, uam, Ne 1-5

Hauansuuk otaena
KOHTPONA HayecTsa:

TlopAMHHMK INEKTPOHHOIO ACKYMEHTA,
MOAMMCEHHOTO 3NEKTPOHHOR NOLMMCEHD,
xpaHuTCca 8 cucreme TUMC @apmeranaapr

CBEOAEHWNA O CEPTUOUKATE 31
Ceprudmnart: 013d655b0050ablch247cSc487aad55¢d2

Komy BbiAaH: KaHn3o8a fynsluat XycauHoBHa
Jeficrauteney: ¢ 28,01.2020 no 28.01.2021

[aTa BelgauM 33RNKCHEHHA O KavecTse 02.06.2020




