NEKJAPAIIUS O COOTBETCTBUU

JTEKJIAPAHT, [IPHHAMAIONII I JEKJIAPALIMIO O COOTBETCTBHH

000 "AAPAH"

Japezucmpuposano : MedCpationHas UHCHEKYUA OHC Ned6 no 2. Mockee OTPH 1157746794810 om
28.08.2015

Aopec: 107564, 2. Mockea, ya. Kpacrobozameipekas, 0.6, cmp.6, komnama 26,3maxc 1. Teneqon:
(499)1433371. 3~

B nuye: Tenepamsuuiii dupexkmop benasuy Anexcanoap

JTosepennoe nuyo: Ceueas C.A., doeepennocmes Ne 292/17 om 2. 09.2017

3AABJSAET, YTO
nexapcmeennoe cpedcmso. Punomapuc cnpeii nazanenviti 0,126 15 mMa, gnaroner (1), nauku Kapmonnbvie, PV Ne

JIIT-001909 om 19.11.2012 (dama nepeodpopmnerius 19. 04.2016), deticmeyiowee PY JI1-001909 om 19.11.2012
(0ama 3amenvi 20.11.2017)), cepus 20457, napmus 53371 ynaroeox, 200eH do 31.12.2020, npouzsoocmsa
ANPAH-TAJIEHCKH JIAB OPATOPHIH a.o., Xopeamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20,
51000 Rijeka, Croatia, xod OKIIA2 21.20.10.251, 00 TH BT 3004900002, xonmpaxm Ne HQ001/201 7 om
03.04.2017, uneoiic Ne 497-VP-10 om 24.02.2018

COOTBETCTBYET TPEBOBAHUSIM
JIIT 001909-191112 uam. Ne [

JEKJAPALIASA IPMHATA HA OCHOBAHHH

Cepmugbuxam coomsemcmeus Cucmemsl menedremenma kavecmea 8 Cucmeme 006pogonsHON cepmugbuxayuu
TOCT P Ne POCC HR. H®99.K00014, cpox deticmeus ¢ 19.10. 2015 2. 00 19.10.2018 2., 000 "Oxpyocriod
yenmp konmpons kavecmea", Poccus, 115280, 2. Mocxkea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1

% Ceurau C.A.

é@mncb D.H.0

CBEJEHHSA O PETUCTPAIIUU

OPI'AH 110 CEPTHO®HKAIIHH, 3APETHCTPHUPOBABIIHI JEKJIAPAITHIO
RA.RU.11®M08 OPI'AH 110 CEPTHO®HUKALIHH ITPOAVKIJHH OBILJECTBO C Or'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuszayuu. 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmudpuxayuu: 115280, 2. Mockea, . Macmepxoea, 0. 4, 5, men.:(495)788-02-88, eeb-catm. OYKK.pg.

JEKJIAPAIIASI O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC HR.®M08./]93885

Junenxo H.B.
Pyxooguteas OC




CHCTEMA CEPTUOUEKAIMU IOCT P
®ENEPA/IBHOE ATEHTCTBO IO TEXHUYECKOMY PEFYHHPOBAHHIO U METPOJIOTHH

.. CEPTUOUKAT COOTBETCTBUS

Ne POCC HR.®M08.C08659

o‘bmw;ﬂh“

Cpok pelicteas ¢ 05.03.2018 \ no —-

Ne 0262756
OPTAH IO CEPTUOUKAILINHN
RA.RU.11®MO8 OPFAH ITO CEPTHOHKALIHH TPOAYKUHH OBLIECTBO C OMPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LIEHTP KOHTPOJIA KAYECTBA", adpec opzanusayuu: 115280, 2. Mocxsa,
yn. Macmepxosa, 0. 4, sm. 5, nom. 1, kom. 1, adpec opzana ho cepmuchurayuu: 115280, 2. Mocxea, yr. Macmepxosa,
d. 4, 5, men.: (495)788-02-88, paxc: (495)675-47-89

MPOAYKLIMA
Jlexapcmeennoe cpedcmee: Punomapuc, cnpeit nasamensiii 0,1% 15 mn, ghnaxonw (1), nauxu kop OK034-2014
KapmouHsle, . 2008
PV Ne JITT-001909 om 19.11.2012 (dama nepeoghopmrerus 19.04.2016), deiicmeyrowyee PY | (KTTE )
| JIT1-001909 om 19.11.2012 (dama 3amews: 20.11.2017)), = (OKI112):

cepun 20457, napmus 53371 ynaxosox, 200en do 31.12.2020, 21.20.10.251
xonmpaxm Ne HO001/2017 om 03.04.2017, ungoiic Ne 497-VP-10 om 24.02.2018 3

COOTBETCTBYET TPEBOBAHUAM HOPMATUBHBIX AOKYMEHTOB
JHT 001909-191112 uam. Ne | .

| xop TH B3A, o
! ; 3004900002
i
U3rOTOBUTEAD . '
SIIPAH-TAJIEHCKH JIABOPATOPHH a.o., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamusa

CEPTUO®HUKAT BBIAAH
000 "SPAH", HHH: 7718271899, adpec: 107564, 2. Mocxkea, yn. Kpacnobozameipexas, 0.6, cmp.6, komnama 26,3maxc 1.
Tenechon:(499)1433371.

HA OCHOBAHHUMN
cepmughuxam aranusa npouseodumens Nel1072/17 om 13.02.2018, Cepmugbuxam coomeemcmeus cucmembl MEHeONCMenma
xavecmaa & Cucmeme doBpoeonsroii cepmugpukayuu FOCT P Me POCC HR. HD99.K00014, cpox deiicmeus ¢ 19.10.2015 .

do 19.10.2018 2., 000 "Oxpyocnoii yewmp xoumpons kawecmea”, Poccus, 115280, 2. Mocxsa, yn. Macmepxosa, 0. 4, om. 5,
nom. I, kom. 1

AOTIOAHUTEABHASL HHQOPMAILINA
Cxe:wa_ cepmupuxayuu 6c.

TNunenxo HU.E:

T ARALMANE, Gamaiun -

i AOANMcE AHALMAND, QaMHNNS

AD <ONLMOH=, Mockss, 2017, «B=  miustasst Me 05-05-09/003 GHC PO, Tan (496) T26 4742, wew.opcion.1u
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Product name:
Ha3saHue npenaparta:
Series:

Cepua:
Manufacturing date:
[lata npon3BOACTBa:
Best before:

[open po:

Date of analysis:
[ata aHanu3sa:

Rinomaris®, nasal spray 0,1%, 15 ml
PuHoMapuc®, cnpeit HasanbHbii 0,1%, 15 Mn
20457

20457

05.12.2017.

05.12.2017.

31.12.2020.

31.12.2020.

31.01.2018.

31.01.2018.

CERTIFICATE N2: 1072/17
CEPTUOMUKAT N2:1072/17

f ~ PARAMETERS ; REQUIREMENT B RESULTS
NAPAMETPbI | TPEBOBAHWA o | PE3YNbTATbI
CHARACTERS \ Clear, colorless liquid, odourless. ‘ complies
| ONWCAHUE | BecuseTHbIA npo3payHbiiA pacTeop 6es sanaxa. | cooTBETCTBYET
IDENTIFICATION OF | The retention time of characteristic peak in the " complies
Xylometazoline | chromatogram obtained with the test solution must
" correspond to the retention time of characteristic peak in
| the chromatogram obtained with the reference solution of |
| Xylometazoline. |
WAEHTUOUKALIUA Bpems yaepXuBaHua OCHOBHOIO NUKa Ha xpomMaTorpaMme COOTBETCTBYET
i KcunomeTasonuHa | MCMLITYEMOFC pacTaopa LOMKHO COOTBETCTBOBATE BPEMEHM ‘
| YASPXMBaHNA OCHOBHOMO MUKa HA XpoMaTorpaMMe i
‘i_ CTaHAAPTHOro pacTBopa KCW/IOMETA30/1MHa. |
pH 5,5-6,5 \ 5.8
STERILITY Solution should be sterile. | complies
| CTEPUNBHOCTDL PacTeop AomxeH GbiTh CTEPUABHbIM. | COOTBETCTBYET
OSMOLALITY 230 - 320 mOsmol/kg | 284 mOsmol/kg
OCMONANLHOCTb 230 - 320 mOcMonb/Kr ‘ 284 mOcmonb/Kr
PERCENTAGE OF CONTENTS 15,0 r £10% complies
OF PACKAGE |
MPOLIEHT BbIXOJA 15,0 r £10% | cootBercTBYET
| COAEPXWUMOIO YMNAKOBKH
RELATED SUBSTANCES
(HELC method)
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
MOCTOPOHHWE NPUMECH
(MeTon BIXX)
MpuMech A He Gonee 1,0 % COOTBETCTBYET
NioGoit HemaeHTuduumposarnHoi | He Gonee 0,3 % COOTBETCTBYET
NpUMECH 4
CyMMa nNpUMeceit He 6onee 1,3 % COOTBeTCTBYeT
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ASSAY OF Xylometazoline HCI From 0,95 to 1,05 mg/iml 1,016 mg/ ml ]
(HELC method)

[
|
§
KONWYECTBEHHOE Ot 0,95a0 1,05 Mr/1 Mn i 1,016 mr/ mMn
ONPELENEHUE ;‘ :
KcunomeTasonuna HC i ‘
(meTon BIXKX) \
PACKING 10 ml, 15 ml of the medicinal product in 2 plastic bottle | complies
equipped with a spray device and a protective cap made of
propylene. One bottle with instructions for use is placed in
a cardboard box.
YNAKOBKA Mo 10 mn, 15 mn npenapaTa B NNAcTUKOBOM bnakoHe, COOTBETCTBYET
CcHabxXeHHOM pacnbiUTeNbHbIM YCTPOMCTBOM M 3aLLMTHOR
KDbILLKOW W3 nponuneHa. Mo oAHOMY naxKoHy C
WHCTPYKLUMEN NO NPUMEHEHWIO NMOMELLAIT B KAPTOHHYHO
naYKy.
MARKING In accordance of Normative Documentation complies
MAPKWUPOBKA B cooTBeTCTBUM C HopMaTuBHOM [loKyMeHTaumel COOTBETCTBYET
STORAGE CONDITIONS At temperature not more than 25°C. complies o |
YCNOBUA XPAHEHWA Mpw Temnepatype He abiwe 25°C. cooTBeTCTBYET |
SHELF LIFE 3 years | complies
CPOK NrogHOCTH ) 3 roga - . | COOTBETCTBYET
This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms
to producing requirments.
Jantasn cepns 6bina NpoBepenHa o BCEM [1oKasaresiaM, npenycMoTpeHHsIM HOpMaTHBHOM loxymeHTaunei
W NONHOCTbIO COOTBETCTBYET NPEAbABNAEMbIM TPEBGOBAHNAM.
18 Qualified Person
A‘ Valentina Stuli¢
H l IGLd.d. KeanuduuupoBaHHoe nuuo
Ig Svilno 20 . . S
QF Ricka Valentina Stuli¢
" o
(
i 5
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