AEKJTAPAIIMSI O COOTBETCTBUHU

AEKJIAPAHT, IMPUHUMAIOII U AEKJIAPAIIMIO O COOTBETCTBHAHA

000 "HAPAH"

3apezucmpuposarno Medwcpaiionnas uncnexyus OHC Ned6 no > Mockee OI'PH 1157746794810 om

28.08.2015

Adpec: 107564, 2. Mockaa, yn. Kpacnobozamuiperas, 9.6, cmp.6, komnama 26,5manc 1. Teneghonu:
(499)1433371.

| B nuye. l'enepanvhborii Oupexmop Benasuy Anexcandap

AHosepennoe nuyo: Ceueay C.A., dosepennocme Ne 292/17 om 25.09.2017

3ASABJIISIET, YTO

Aekapemeennoe cpedcmeo. Punomapuc crpeii nasanonsiii 0,05% 15 M1, paaxonst (1), nauku kapmonnsie, PY No
JIT-001909 om 19.11.2012 (Oama nepeoghopmuenus 19.04.201 6), deiicmeyiougee PY JITT-001909 om 19.11.20] 2
(0ama zamenwt 20.11.2017)), cepus 18957, napmus 26034 ynaxoeox, zo0en do 31.10.2020, npoussodcmea
AJPAH-TAIEHCKH JIABOPAT OPHH a.o., Xopeamus, JADRAN-GALENSK] LABORATORIJ d.d., Svilno 20,
51000 Rijeka, Croatia, koo OKII/12 21.20.10.251, k00 TH B3I 3004900002, xoumparxm Ne HQO001/2017 om
03.04.2017, unsoiic Ne 408-VP-10 om 15.02. 2018

COOTBETCTBYET TPEEOBAHUSIM

JIT 001909-191112 uzm. Ne 1

AEKJIAPAIIMSI IPUHSATA HA OCHOBAHHUH

Cepmugpurxam coomeememeus CUCmeMbl MereddcMenma kavecmea & Cucmeme 006posonbroil cepmugpuxayuu
TI'OCT P Ne POCC HR. HPI9.K00014, cpox deiicmeus ¢ 19.10.2015 2. 00 19.10.2018 2., 00O "Oxpyarcroii
Yenmp xoumpons xavecmea", Poccus, 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I xom. |

% Csurau C.A.

noxmucy D.HO

CBEJIEHUS O PEr HCTPAIIMHA

OPTAH 110 CEPTH®UKALIUH, 3APETHCTPHPOBABILIUIA JAEKJIAPAITHIO
RA.RU.11®M08 OPTAH ITO CEPTHOHKALIHH ITPOJT VKLJHH OFLJECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHT, POJIA KAYECTBA",

adpec opzanusayuu: 115280, 2 Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeand no
cepmugpuxayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, 5, men. (495)788-02-88, seb-caiim: OYKK.pgh.

AEKJIAPAIIAS O COOTBETCTBHHA 3APEI'MCTPUPOBAHA M POCC HR. DPM08./792819
JATA PEFHCTPAIII_{H 21.02.2018
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CUCTEMA CEPTHOUKAIIUU TOCT p
OELEPATIBHOE ATEHTCTBO 110 TEXHUYECKOMY PETYIIHPOBAHHIO M METPOTOIHK

i CEPTUOUKAT COOTBETCTBUS

: 3 Ne POCC HR.®M08.C07779
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OPI'AH ITO CEPTH HKA%HH i
RA.RU.1IOMO8 OPTAH Hg) CEPTH HKALIHH ITPONYKIIHH OBLUECTBO C O PAHHYEHHO#
OTBETCTBEHHOCTHIO "OKPY)KHOH LJEHTP KOHTPOJIS KAYECTBA ", adpec opzanuzayuy: 1] 3280, 2. Mocxsa,

ya. Macmepxosa, 0. 4, sm, S, nom. I, kom, |, aodpec opzana no cepmuchuxayuu; |] 3280, 2. Mockea, yn. Macmepxoaa,
0.4, 5, men.: (495) 788-02-88, gpaxc: (495)675-47-89

JE&?AEES’HB%}%&CMBG: Punomapuc, cnpeii Hazanenstii 0,05% 15 mn, raxons (1), nauru —

Kapmonnple, : xoa OK 034-2014
PV Ne JI1-001909 om 19.11.20] 2 (0ama nepeoghopmnenus 19. 04.2016), deticmeyiowee Py (KIIEC 2008)
JIT-001909 om 19.11.2012 (dama sauenss 20, 11.2017)), | (OKIm2):
cepun 18957, napmus 26034 ynaxoeok, 200en oo 31.10.2020, l 21.20.10.251
koumpaxm Ne HQ001/2017 om 03.04.20; 7. uneoiic Ne 408-VP-10 om [5. 02.2018 '

TPEBOB A b4
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| koATHB3A
3004900002

H?},{R}IB%EIJM LOPATOPHH a0, JADRAN-GALENSKI LABORATORILJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopeamus

HUKAT BBIAAH
ggg %&H’%HH; 77)%97!899, adpec: 107564, 2. Mocxea, yn. Kpacnoﬁoeamb:pcmn, 0.6, cmp. 6, kamnama 26,3maonc 1,
Tenegpon.(499)1433371.

HA OCHOBAHUU
cepmugukam ananu3a npouseodumens Ne0929/17 om 17.11.201 7, Cepmugburcam COOMEEMCmEUs cucmems Menedicmenma
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Product name: Rinomaris, nasal spray 0,05%, 15 ml

Haseanue npenapara: PuHoMapuc, cnpeit HasanbHbIi 0,05%, 15 mn
Series: 18957

Cepua: 18957

Manufacturing date: 21.10.2017.

HAata npoussoacTsa: 21.10.2017.

Best before: 31.10.2020.

logen po: 31.10.2020.

CERTIFICATE N°: 0929/17
CEPTU®UKAT N2:0929/17

PARAMETERS REQUIREMENT RESULTS
— NAPAMETPHI = - ..._TPEBOBAHHUA . PE3YNbLTATHI
CHARACTERS Clear, colorless liquid, odourless, complies
ONMUCAHMUE Becuserroin NPO3Pa4HbIA pacTsop Ge3 3anaxa. | CoQTBeTCTEYeT
IDENTIFICATION OF The retention time of Characteristic peak in the I complies
Xylometazoline chromatogram obtained with the test solution must

carrespond to the retention time of characteristic peak in
the chromatogram obtained with the reference solution of
| Xylometazoline.

WOAEHTUOUKAUKMA Bpems yaepkusanns 0cHOBHOIO nuka Ha@ XpoMarorpaMme | cootsercreyer
KcunomeTazonmua YCTIBITYEMOrO PacTBOPa A0/MKHO COOTBETCTEOBATL BPEMEHM
YAEPKMBAHWUA OCHOBHOID NUKa Ha XpoMaTorpaMMe
. CTAHAAPTHOIO PACTBOPa KCMNOMETAa30n1Ha. ) o
pH 5,5-6,5 | 58
STERILITY Solution should be sterils. T complies
CTEPW/IBHOCTb Pacteop acnweH BbITb CTEpUALHBIM. CooTBeTCTBYeT
I OSMOLALITY 230 - 320 mMOsMol/kg 286 MOsmol/kg
OCMOAANLHOCTb 230 - 320 mOcmons/kr o . 286 mMOcMonb/kr
| PERCENTAGE OF CONTENTS 15,0 r £10% . complies
OF PACKAGE :
i NPOLIEHT BbIXOJA 15,0 r £10% | cootsercTayer
| _COLEPKMMOIO YNAKOBKY |
[ ’ RELATED SUBSTANCES
' | (HELC method)

i gy

Impurity A Not more than 1,0 % complies
| Any other impurity Not more than 0,3 % | complies
| |
| Total impurities Not more than 1,3 % complies l
|
| NOCTOPOHHUE NMPUMECU |
{MeTog B3XX) l
lNMpumecs A He Gonee 1,0 % cooTBeTCTaYeT
MoGoit HenaeHTUDULUPOBAHHOM | He Gonee 0,3 % CooTBeTCTBYeT
i |

| npuMeck
]

| N
Cymma npumecei
L

He Gonee 1,3 %

COOTBETCTBYET J

JADRAN GALENSKI LABORATOR!J d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 546 024 o www.gl.hr

Rinomaris, nasal spray 0,05% 15 ml - 18957- RUS
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jgl A

ASSAY OF Xylometazoline HCI  From 0,475 to 0,525 mg/Iml 0,504 mg/ mi
(HELC method)

KONWUYECTBEHHOE Ot 0,475 po 0,525 Mr/1 mn 0,504 Mr/ mn
. ONPEAENEHWE

KcunomeTtasonuna HCI
. (MeToa BIXX)

STORAGE CONDITIONS . At temperature not more than 25°C. complies

~YCNOBAA XPAHEHUS __ Mpw Temnepatype e sbuwe 25°C, ... coormetcteyer
SHELF LIFE 3 years complies
_CPOK rogHoCTH _ 3 ropa cooTBETCTRYET

This batch was checked for all indexes, that are pro vided by Normative Documentation and fully conforms
to producing requirments.

Hannas cepus 6eina MpoBEpeHa no sceM nokaszarensmM, NPeayCcMOTPEHHLIM HOPMITUBHOL HoxyMeHTayumeir
M ITONHOCTLI0 COOTBETCTBYET MPeanIBnaeMbIM TpeboBaHUAM.
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jgl (\—J gﬁ&ﬂ"'g Qualified Person

Rijeka Valentina Stuli¢
f.} s I(BanHQJmuypoeaHHoe nnuo
V/j/ i Valentina Stuli¢
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