AEKJIAPAIIMSL O COOTBETCTBUU

- AEKJIAPAHT, IPUHUMAFOIIAN JIEKJTAPATIHIO O COOTBETCTBUH
000 "SITPAH"

4 Ceedenun o pecucmpayuu opeanusayuu: Mexcpaiionnas uncnexyua Oedeparsroii HA1020604 cyacovr Ne 46 no
| & Mocxkee 28.08.2015, OI'PH 1157746794810, dama npuceoenus OT'PH 28.08.201 5.

- Adpec: 107564, 2. Mocxea, y1. KpacnoBozamwipekas, 0.6, cmp.6, xomuama 26,5maxc 1. Teneghon:

| (499)1433371.

B nuye: enepanvroii oupexmop Benasuy Anexcanoap

Hosepennoe nuyo: Ceuzay C.A., dosepennocms No 131/18 om 12.12.2018
3ASBJISET, UTO

Aekapemeennoe cpedemeo: Punomapuc®, cnpeti nazanonwiti 0,05% 15 ma, naxonor (1), navxu xapmonnete, P'Y
Ne JHT-001909 om 19.11.2012 (dama samenv 02.02.2018), cepun 16758, napmus 25779 ynakosok, coden do
30.09.2021, npouseoocmea AAPAH-TAJTEHCKH JIABOPATOPHH a.o., Xopeamus, JADRAN-GALENSKI
LABORATORLJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKIIA2 21.20.10.251, koo TH B3] 3004900002,
koumpaxm Ne HQO01/2017 om 03.04.2017, uneotic No 90002684 om 21.05.2019

' | COOTBETCTBYET TPEEOBAHUSIM
 JHT-001909-020218

AEKJIAPAIIHS ITPHHSTA HA OCHOBAHHUHM
cepmucpuxam ananuza npouseooumens Ne0789/18 om 06.11.2018, Cepmugurxam coomeemcmeus cucmembpl
Menedxemenma xaveemea e Cucmeme dobpoaonsnoti cepmughuxayuu FOCT P Ne POCC HR.H®99.K00023,
cpok desicmeus ¢ 12.09.2018 2. 00 12.09.2021 2., Q00 "Oxpyacnoi yenmp koumponn kawecmsa", Poccus,
115280, o. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1

Ceuray C.A,
O H.0

OPI'AH 11O CEPTHDHKAILIUH, 3APETUCTPUPOBABII U JAEKJIAPATTHIO

RA.RU.11®M08 OPTAH I10 CEPTHOHKALIHH ITPOJYKIIHH OFLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPY)KHOH I[[EHTP KOHTPOJIH KAYECTBA",

| adpec opaanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, aopec opzana no

} cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, y1. Macmeproaa, 0. 4, sm. 5., men. (495)788-02-88, seb-

| catim: oykk.pg.

5 AEKJIAPALIYS L9 COOTBETCTBUM 3APETMCTPUPOBAHA M POCC RU JT-HR.®M08.B.25301/19
‘ JIATA PEIMCTPALIN 25.05.2019
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CUCTEMA CEPTUOUKAIIUU IOCT P
@FEJIEPATTBHOE ATEHTCTBO [10 TEXHHYECKOMY PETYIHPOBAHWIO ¥ METPOJIOTHH

ssaze. CEPTUDUKAT COOTBETCTBUS

) No POCC HR ®M08.C40803

o, *
COrugpukav?

Cpox peticreus ¢ 28052019 mo

Ne 0501165
OPTAH I10 CEPTUOH

KAI&HI/I
RARU.11®MO08 OPTAH ITO CEPTHOHEALIHH HTPOTVKIIHH OBIIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [IEHTP KOHTPOJIA KAYECTBA", adpec opzanuzayuu: 115280, 2. Mockaa,

yn. Macmepxosa, 0. 4, om. 5, nom. I, kom. 1, adpec opeana no cepmupurayuu: 115280, POCCHA, 20pod Mockaa, yn.
Macmepkosa, 0. 4, sm. 5., men.: (495)788-02-88, axc: (495)675-47-89

erlza(‘:p) nglegm ‘éigre&cmm: Punamapuc®, cnped nazanvumi 0,05% 15 mn, ghnaxons (1), nauxu xoa OK 0342014
KapmoHHuIe, ‘
PY Ne J1T-001909 om 19.11.2012 (dama 3amens 02.02.2018), ; Egl}lﬁizz)oos)
cepus 16758, napmua 25779 ynaxogok, zoden do 30.09.2021, ‘ 21.20.10 i51
xonumpaxm Ne HQ001/2017 om 03.04.2017, ungoiic Ne 90002684 om 21.05.2019 | e
COOTBETCTBYET TPEBOBAHUSAM HOPMATUBHBIX AOKYMEHTOB
JII-001909-020218 pere— A
| KOATH B34,
' 3004900002

%’ER}:%HJIE&%OPA?OPHI? a.0., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka,

Croatia,
Xoupsamusi

SEPTH NKAT BbIﬁAH ) )
OO0 "JOPAH" HHH: 7778271899, adpec: 107564, 2. Mocksa, ya. Kpacnoboramupexas, 0.6, cmp. 6, xamuama 26, 3maxc 1.
Teredhon:(499)1433371.

HA OCHOBAHHHU

cepmuihuxam ananuza npoussodumens Ne0789/18 om 06.11.2018, Cepmuegpuxam coomeememeus cucmemsli MeHeONCMenma
Kkauecmaa 6 Cucmeme dobposonsroil cepmugpuxayuu I'OCT P Mo POCC HR.H®99. K00023, cpox deticmews ¢ 12.09.2018 ¢. do

12.09.2021 2., QOO0 "Oxpyacroit yenmp kowmpons kavecmaa”, Poccux, 115280, 2 Mockea, yn. Macmepxoea, 3. 4, sm, 5, nam,
I, koM. 1

2 CNpYKHON
LEHTP KOWTPGRA
Kgyeciear

PYKOBOAMTEAB OpraHa __ Jlnertko H.B.,

MHRLMANG, DAMUNHA
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Product name:
Ha3ssaHue npenapaTa:

Rinomaris®, nasal spray 0,05%, 15 ml
PuHomapuc®, cnpeit HazanbHbli 0,05%, 15 Mn

Series: 16758
Cepwus: 16758
Manufacturing date: 05.09.2018.
[ata npoussoacTea: 05.09.2018.
Best before: 30.09.2021.

MlopeH po: 30.06.2021.
Date of analysis: 05.10.2018.
[ata npoeegneHus aHanu3a: 05.10.2018.

CERTIFICATE N9: 0789/18
CEPTUO®WNKAT N°:0789/18

PARAMETERS REQUIREMENT RESULTS :
NAPAMETPbI - TPEBOBAHMUA | PE3YNbTATbl |
CHARACTERS . Clear, colorless liguid, odourless. complies :
P |

OMUCAHUE ! Eecuagl_n-gﬂ@ Npo3padYHbiil pacTeop 6e3 3anaxa. COOTBETCTBYET i

" The retention time of characteristic peak in the complies i
! 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.

| IDENTIFICATION OF
Xylometazoline

WAEHTUOUKALIUA

Bpemsa yAepXUBaHUR OCHOBHOMO NUKA Ha XpPOMaTorpaMMe | COOTBETCTBYET
KcunoMeTtasonu-a UCNBITYEMOTO PACTBOPA AOMKHO COOTBETCTBOBATE BPEMEHU |

YASPKMBAHUA OCHOBHOrO NWKa Ha XpPoMaTorpaMme 1

CTaHABPTHOrO PAacTBOPA KCUNOMETA30NUHA. w B
pH 5,565 ; 5.7
STERILITY Solution should be sterile. i complies
CTEPUNBHOCTL | PacTBop AoNKeH BbiTh CTePUAbLHBIM. : COOTRETCTRYET
OSMOLALITY ! 230 - 320 MOsmol/kg | 284 mOsmol/kg
OCMONANBHOCTH 230 - 320 MOCMONb/KT | 284 MOCMONL/Kr
PERCENTAGE OF CONTENTS 150r +£10% | complies
OF PACKAGE |

i MPOLEHT BbIXOOA 15,0 r L10% | cooTeeTCTBYET
_ COAFEPYUMQOIro YNAKOBKMK

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
NOCTOPOHHWE NPUMECU
(meToa BIXX) [
Mpumecs A He Gonee 1,0 % | cooTBeTCTBYET
Niobol HenaeHTUhumMpoBarHoh | He Bonee 0,3 % cooTBeTCTRYeT
NpUMECK
Cymma npumecen He 6onee 1,3 % COOTBETCTBYET

JADRAN GALENSKI LABORATORIJ d.d. + 51000 RIJEKA = SVILNO 20= CROATIA = +385 51 546 024« www.jgl.hr
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| ASSAY OF Xylometazoline HCl | From 0,475 to 0,525 mag/Lml 0,499 mg/ ml
" (HELC method)
| KONWYECTBEHHOE OT 0,475 00 0,525 Mr/1 mMn 0,499 Mr/ Mn
| ONPEAENEHUE
| Kecunomerasonuua HC|
| (meTog BIXKX)
PACKING 10 ml, 15 mi of the medicinal product in a plastic bottie complies
equipped wilh a spray device and a protective cap made
of propylene. One bottle with instructions for use is placed cooTRETCTBYET
in a cardboard box.
YMNAKOBKA Mo 10 Mn, 15 Mn npenapaTa B NNacTMKOBOM hNakoHe,
CHAOXEHHOM PacnbiNUTENBHBIM YCTPOWCTBOM W 3aLLUTHON
KPBIWKOW U3 nponuneHa. To ogHoMy NakoHy ¢
MHCTPYKUMEN NO NPUMEHEHUIO NOMELLAKT B KAPTOHHYIO.
MARKING In accordance of Normative Documentation complies
MAPKWUPOBKA B cooTBETCTBMM C HOPMATUBHOM JOKYMEHTaunen coorBercrByer
STORAGE CONDITIONS At temperature not more than 25°C. ' complies
YCNOBWA XPAHEHWUA Mpu TeMnepaType He Bbiwe 25°C. ' cooTBeTcTRYET |
SHELF LIFE 3 years | 3 years ;
| CPOK roAHOCTY 3roma_ |3rona

This batch was checked for all indexes

to producing requirments.

, that are prc;v}'déd by Né;}n_atfveiﬁ&i];ﬁéﬁtatiz)h;r_d fully conforms

AaHHAA ceprsa EbIna NpOBEPEeHa No BCeM NoKaaTtensamM, npeEAYCMOTPREHHLIM HOPMATHBHOW [JOKYMEHTALNE
W NONHOCTEX) COOTBETCTBYET NPEAbABIACMbLIM T,OeﬁGSBHMFM.

A

JGL d.d.
Svilno 20

Rijeka
[ L ~

Qualified Person
Valentina Stuli¢

Valentina Stulié¢

KBanuduuupoBaxkHoe nuuo

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA « +385 51 546 024 » www.igl.hr

Rinomarist®), nasal spray 0,05%, 15 mi « 16758 - RUS
Oa. 1118
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