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ReciP arm

ApTukyn:

ToproBoe HavumMeHOBaHWE:
NexapcTBeHHan gopma:
[lo3auposka:

Ynakoska:

CEPTUOUKAT KAHECTBA

CIAD2901

Kensan

Kannu ans npuema BHYTPb

5 Mr nesoLeTUpM3nHa auruapoxnopuaa / 1 Mn

10 mn = 1 onakoH

CooTBeTCTBYET CNELMpUKaLMK, YKa3aHHON HUXKe:

MokazaTenb

Mpo3payHoCTb:

LlBeTHOCTb:

OTHOCUMTENbHAA NMOTHOCTb:

pH

MoANWHHOCTb: NneBouUeTUpPM3nHa
ourngpoxnopuaa (B3XKX xupansHo
cneuuncuyeckan)

NMoanUHHOCTL: neBOUETUPU3INHA
auruapoxnopuaa (BAXX)

MoANUHHOCTb:
rnapokcubensoat (BIXX)

Merunnapa-

MoAnWHHOCTL!: nponunnapa-
rugpokcnGeHsoar (B3XX)

KonuyecTBeHHoe onpepneneHue
NeBOUETUPU3IUHA aurugpoxnopuaa

Onpepenexue KOHCEpPBaHTOB:
MeTunnaparnapokcubersoar

Onpepnenexue KOHCEepBaHTOB!
nponunnaparnapokcuGeHsoar

PogcreeHHbIe NpUMeCcH
n-XnopobeHaruapon
n-XnopobeHaodeHoH
Ocomp 1

Adup 3

3dwmp 3

UCUKA GAPMACBIOTUKANS C.p.n.
Anpec: Bua Mpanss 156

10044 MNesHeyua (TypuH)

Wranus

CEPTU®UKAT AHATTU3A
Cneundmkauma
WHTEHCMBHOCTL onanecueHuyuu npenaparta He A0mKHa
npesbilWaTh WMHTEHCWUBHOCTb onanecyeHUuuK 371 3N0OHHOW
cycneHamu |

WHTEHCMBHOCTL OKpacku mpenapaTa He AOMKHa np :BbillaTb
WHTEHCUBHOCTL OKPackW aTanoHHoro pacteopa BY6

Ot 1,060 go 1,100

OTt450055

Bpems YAEPKUBAHUA nuka NeBoLETUPU3N 1a Ha
Xxpomarorpamme MCNbITYEMOro pacTeopa NOMKHO
COOTBETCTBOBATH BpEMEHMN yAEpPHUBaHWSA nuka

NeBoUeTUPM3nMHA Ha XpoMarorpaMmme CTaHaapTHOro |:acTsopa
(oTKNOHEHUE MOXET cocTaBnsATe He Gonee 3,0%)

Bpemsa yAepKUBaHWS nuka NEBOLETUPU3N 18 Ha
XpomaTorpamme MCNbITYEMOro pacTeopa AOIKHO
COOTBETCTBOBATHL BPEMEHW YAEPKMBAHWUA nvka

NEeBOLETUPU3NHE HA XpOMaTorpaMmme CTaHaapTHoro Habovero
pacTBopa ANA KOMWMECTBEHHOrO OMPEeAEneHus (OTiNOHEeHWe
MOXeT cocTaenate He Bonee 3,0%)

Bpems yaepXuBaHWA NUKA MeTunnaparuapokcubeH oara Ha
XpOMAaTOrpaMMe WCTbITYEMOro pacTsopa AOMKHO CiEBNaaarh
co BPEMEHEM YAEPXKUBAHWA nuka
meTunnaparujpokcubeHsoara Ha Xpomal orpamme
cTaHaapTHoro pabodero pacTBopa AN KONUYEC 'BEHHOMO
onpeaeneHus (OTKNOHEHWE MOXET COCTaBNATL He 6or ee 3,0%)

Bpems yaepxuBaHua nuka nponunnaparuapokcubeH joata Ha
XpomaTorpaMme WCneITYEMOro pacTBopa ACIMKHO CoBNagatk
co BPEMEHEM yAEpPHKUBAHWUR nvka
nponunnaparuapokcubeHsoarta Ha Xpomal orpamme
cTaHaapTHoro paboyero pacTBopa ANA  KONWMYEC TBEHHOMO
onpeqeneHus (OTKNOHEHWE MOXeT COCTaBNATL He Bor ee 3,0%)

Ot 4,75 po 525 mr/mn (950 - 105,0% oT 3as ineHHoro
Konu4ecTsa)

Ot 0,3038 a0 0,3713 mr/mn (90,0 — 110,0% oT 3as ineHHoro
copepKaHus)

OT1 0,0338 ao 0,0413 mr/mn (90,0 — 100,0% oOT 388 INEHHOro
coAepKaHus)

He 6onee 0,5%
He Bonee 0,5%
He Gonee 0,4%
He Bonee 0,4%
He Gonee 0,4%

cl}.\jasw 5{1@

Tenedpon: +39 011 9660 1 ! ¥
—Pen, & are &7 ypure

®akc: + 39 011 9660 244 f
aaswcapharmaceumcals.llalyIegah'n
www.recipharm.com @

3 asrycra 2022 r.
Cepus Ne: 22G18

Pesynbrar
CooTeeTtcTBYET
CooTBetcTeyer

1,090
51
CooreeTcTBYET

CootseTcTBYyeET

CooTBeTcTByeT

CootBeTcrByeT

4,98 mr/mn
0,3353 mr/mn

0,0367 mr/mn

<0,10%
<0,10 %
<0,10%
< 0,10 %
<0,10 %

¥tan ofuwecrea: 1.000.000,00 Espo

ﬁwép‘: nrcK1 133689 REA-TO
7235680969

Crpannya 1m3 3



ReciPh;rm

ApTukyn:

ToproBoe HaumeHoBaHWe;
lNekapcTBeHHas dopma:
[o3uposka:

Ynakoska:

CEPTU®UKAT KAYECTBA

CIA02901

Kcunaan

Kannu ans npuema sHyTpe

5 Mr neBoueTMpu3nHa avruapoxnopuaa / 1 mn

10 mn — 1 cbnakoH

CooTseTcTByeT cneundmrkaumm, yKasaHHOM HUXe:

Mokazarens
EanHuunas  HewaeHTuMuMpoBaHHas
npumech

n-r'mapokcnbeHsonHas kucnota

Obwas cymMma npumecemn (3a
MCKMIOYEHNEM N-rnApoKCUBEH30AHOA
KMCNOTHI U Npumeck uch 28557)

XupansHas ucb

28557

YUCTOTA: MpUMECh

Ao3a v 0oQHOPOAHOCTL AO3MPOBAHMA
CxopocTk kanawua

Macca oaHoit A03bi

Macca oagHoi goabi

O6uwasn macca 10 03

MukpoBuonoruyeckas yucrora:
TAMC

TYMC

Escherichia coli

Cneuudcdukaumsn

He Gonee 0,4%

He Bonee 1,0%
He Gonee 2,0%

He Gonee 2,0%

CKopOCTb KanaHusi He A0MXKHa NPeBbIWATSL 2 Kan / cek

Macca 04HOM 403bl HE A0IKHE OTNUYATLCA Gonee Yem Ha -10%
0T CpeaHen maccol

Macca opHoW A03bl HE AOM¥HA OTNWYaTLCA Gonee Yem Ha
+10% ot cpeaHei macchl

CymmapHas macca 10 403 He A0MKHa 0TNUYaTLCS Gonee yem
Ha 15% oT HoMUHaNLHOM Maccsl 10 4,03
He 6onee 100 KOE/r

He Gonee 10 KOE/r

OtcytersyerB 1T

PesynbTar
<0,10 %
<0,30 %

< 0,10 %

11%

2 Kan/ cek
3%

5,00 %

5%

1 KOE/r

0 KOE/r

QOrcyTeTByeT

HacToswmm s noaTeepxaaln, YTO BbilueykasaHHas cepus Gbina Npov3BeAEHa M NpPOTECTUPOBAHA B MOMHOM COOTBETCTBMM C
TpeGoBaHuamu GMP esponeiickoro cow3a, a Takke TpeGoBaHusMu PEr1cTpaLMoHHOrC A0CkE CTPaHb! HA3HAYEHMA NMPOAYKLMM.

Konuyecteo: 36 080 yn.
Oata npovssoactea:  18.07.2022
CrpaHa: POCCKA

3ape TMCTPUPOBAHHbIE YCNOBUA XPaHEHWS:

Cpok rogHocTu:

XpaHuTb Npu TeMnepartype He sbilwe 30C

B 3allUWLLIEeHHOM OT CBETA MecTe

30.06.2025

MpowssoauTens: Biticuka PapmackoTvkana C.p.n., Mranus

¥nonHomoyeHHoe nuuo Mognucek

a Aap. M. MuuuopHu

X [Op. M.I". Banne

O [Op. A. Nayuepuxu

SMCUKA GAPMACHIOTUKANS C.p.n.
Appec: Bua MNpansa 15

10044 MbsHeyua (TypuH)

Wranus

Tenedon: +39 011 9660 1
®axc. + 38 011 9660 244
aesicapharmaceuticals.italy@legalmail it
www.recipharm.com

IT AEOF 19 1624

A7 /
YcrasHo# kanuTan obiactaa:
Per. nanata B Typuad = / 0
Homep 3anuck 1133889 REA-TQ)
CF.e.P. IVA 07235680969 :
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ReciPh;rm

ApTukyn:

Toprosoe HaumeHoBaHME:
Nekapctaentas dopma:
Hoauvposka:

Ynakoska:

CEPTU®UKAT KAYECTEBA

CIA02901

Kcusan

Kannu ans npuema BHYTPb

5 Mr nesoueTvpuanHa Avrvapoxnopuaa / 1 mn

10 mn - 1 dnakoH

CootseTcTyer CNeunduKaLmMm, ykazaHHol Huxke:

IVCHKA GAPMACBIOTMKANS C. p.n.
Aapec: Bua MNpanesa 15

10044 NesHeyya (TypuH)

Wranug

Tenedon: +39 011 9660 1 '.-/qresuuu Kanm'rc 1 oﬁlqec‘raa
®ake: + 39 011 9660 244 ¢ Per. panata
aesicapharmaceuticals.italy@legalmail it HoMep ;anvi p:idl @ﬁl‘ﬂ\ TO
www.recipharm.com . ClFeP IVA 0‘?2
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