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[TIOATBEPXIIEHME COOTBETCTBUA CEPHU
Ne A-00175/20 ot 25.09.2020

HacTosmuM NOATBEpKNAacM COOTBECTBHE BBO3HMOTO JEKAPCTBEHHOTO npenapara TpeGoBaHMAM,
YCTaHOBJICHHBIM [IPH €10 TOCYIapCTBEHHON PETHCTPAIAH :

Toprosoe HammeHOBaHKE Punomapuc

MexIayHapoaHOe HelaTeHTOBAHHOE HANMEHOBAHKE | KCHIIOMETa30/HI

JlexapcTBeHHas hopma Crpe#t HazaisHbIH

Jozuposka 0.1% ,; ‘
Dopma BEITYCKa Ornaxon 15 mnx | (nauxa kapronnas)
Homep ceprn 19750 i S
O6wem napTun 116195 ynax. i
Jlata Brimycka 24.09.2020 : '
'omen no 31.07.2023 ‘

HauMeHnosanue u anpec MpoON3BOIHTEIIA

SIIPAH-TAJIEHCKH JIABOPATOPHH | ..
a,0., Ceurmo 20, §1000, Puexa, XoppaTus

CTaauu npon3BoICTEa

Bee cramuu npoussosicTsa

Homep u nara peructpannonmoro ynocrosepenus

JITI-001909 ot 19.11.2012 (narta 3amems:
02.02.2018) 4

Homep HOpMaTHBHOM nokyMenTaue

HJ JI1-001909-020218, u3m. 1 oy

Hanmenosanue U anpec nepxarens
PErHCTPALHOHHOTO YAOCTOBEPEHHS

SIPAH-TAJIEHCKI JIABOPATOPUH |

.._

a.0., Ceunno 20, 51000, Pueka, Xopratns |

OTBeCTBEHHOE JIMLIO: MEHEMKEP MO 06eCIEUEHHI0 KAauecTRa 000 «SIPAH» Koporxosa O““;n'zo :

nosepenHoctH Ne 2247/2019 ot 18.11.2019.

Ioanuce;

000 «AZPAH»

Anpec meera HaxowpeHua: 107564, r, Mocuea, yn. KpacHoborareipekan, 4. 6, c1p.6
AApec ANR HanpPaBAGHUA MONTOBOH KoppecnoHaeHunm: 119330, Mockea, NlomoHocoBekmid npocnexr 38, oguc Vil

Ten./darc: +7{499)143-33.71
e-mail: Jadran@]gl.ru
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Product name / Hasganue npenapara: Rinomaris®, nasal spray 0,1%, (bottle) 15 mi x 1
(carton box)
PuHoMapuc®, cripeii HazanbHbIit 0,1%, (dnakoH) 15
MA x 1 (nayka KapToHHas)
Batch / Cepus; 19750
Manufacturing date / fara NpOM3BOACTBA! 26.07.2020.
Expiry date / lNogeH ao: 31.07.2023.
Date of analysis / [lata npoBegeHusa aHanusa: 09.09.2020.
Name of the API / HaumeHoBaHMe Xylometazoline / KcunoMeTasonun
apMaueBTUYEeCKor cy6CTaHumm:
API batch No. / Homep cepuu 1910327
apMaueBTMHECKOW Cy6CTaHunm:
API Manufacturer / Mpoussoautens Siegfrid Pharmachemikalien Minden GmbH, Germany /
hapmaueBTUUECKOI CyBCTaHLMM: 3urdpug dapMaxeMukanuen MuHaeH TM6X, MepManus

CERTIFICATE N° 0718/20
CEPTU®MKAT N2 0718/20

t): \‘:.E

APPEARANCE Clear, colorless solution, odouriess Clear, colorless solution, odourless

BecuBeTHbI Npo3pauHsli pacreop bes BecuseTHbIM Npo3payHbIi pacTeop
ONNCAHWE 3anaxa 6e3 3anaxa

IDENTIFICATION (HPLC)

The retention time of the principal peak in
the chromatogram of the test solution
prepared for the assay test should
Xylometazoline correspond to the retention time of the COMPLIES
principal peak in the chromatogram of
Xylometazoline hydrachloride reference
standard solution

NOMTUMHHOCTDL (B3XX)
Bpems yAepxuBaHWA OCHOBHOrO NuKa Ha
XpOMaTOrpaMMe MCMLITYEMOro pacTeopa,
MPUroTOBNEHHOIO ANS KONMYECTBEHHOMO
onpeaeneHnsl, A0MKHO COOTBETCTBOBATL

Kcunomerasonun BPEMEHU YAEPXUBAHUS OCHOBHOMO NUKa COOTBETCTBYET
Ha XpoMaTtorpamMme pacrtsopa
CTangapTtHeoro obpasua
KCMNIOMETa30N11Ha ruapoxnopuaa
pH
Potentiometric method From 5.5 to 6.5 5.8
GPh XIII or EU Ph
pH
NoTeHumomeTpuuckm Ot 5,5 no 6,5 5,8
r'® XIIT unm Esp.@
OSMOLALITY
Cryoscopical method From 230 mOsmol/kg to 320 mOsmol/kg 288 mOsmol/kg
GPh XIII or EU Ph
OCMOIANbHOCTL
Kpuockonuuecku Ot 230 MOcMonb/kr o 320 MOcMonb/kr 288 MOcMonb/kr
e XIII unn Esp.@
PERCENTAGE OF THE CONTENT OF
PACKAGE Not less than 90% of declared value 100.0 %
GPh XII1
SRK(}%]BE&MEPX”MOFO He meHee 90% oT 3asBneHHoOro o6vema 100,0 %
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. PESYNLTATH

re XIII

@ XIII unw Esp.®

RELATED SUBSTANCES (HPLC)

Impurity A Not more than 1.0% <0.05 %
Any unspecified impurity Not more than 0.3% <0.05 %
Total impurities Not more than 1.3% <0.05 %
POACTBEHHbLIE NPUMECTH (BaXX)

Mpumecn A He bonee 1,0% <0,05 %
Nwobon naeHTMdUUMPOBaHHO He Gonee 0,3% <0,05 %
npumecun

CyMMbI npumecei He 6onee 1,3% <0,05 %
(S;ﬁR;;'II;r:r EU Ph Solution must be sterile COMPLIES
CTEPRIIRHOCTD Mpenapat gomkeH 6biTh CTepUbHbIM COOTBETCTBYET

ASSAY (HPLC)
Xylometazoline hydrochloride

KOJINYECTBEHHOE OMPEAENEHUE
(B3XX)

KcunomeTasonuna rnapoxnopug,

From 0.950 mg to 1.050 mg per 1 ml of
the product (95.0 % to 105.0 % of the
labeled strength)

07 0,950 Mr ao 1,050 Mre 1 mMn
npenapata (o1 95,0 % ac 105,0 % oT
335BNEHHOro CoAepXaHms)

1.008 mg/mi (100.8 %)

1,008 mr/mn (100,8 %)

JADRAN GALENSKI LABORATORIJ d.d. o 51000 RIJEKA = SVILNO 20 = CROATIA ©

HauMeHoBaHWe npenapaTa co 3HakoM ®,
NekapcrseHHyio  dopmMy, MexayHapogHoe
HenaTeHToBaHHoe HauMeHoBaHwWe,
A03MPOBKY, obbem coaepxumoro
YNAaKosKW, «6+», HOMep cepwuwm, «Cepus
N2:», aaty NPOM3BOACTBA, «[lata
MpOM3B.:»,  [aTy  WCTeyeHWs  Cpoka
roAHOCTH, «[oaeH no:».

Ha nepewuroii  ynakoske (aTnkerke
PnakoHa) ans Ao3upoBkn  0,1% Ha
AHrNMACKOM A3bIKe AOMNONHATENbHO
YKa3biBawT: norotun drpMbI-
NpusBoauTens, HaumMeHoBaHue Beb-caiiTa.

Ha BTOPUYHOK ynaxkoske (nauke
KapTOHHOW) ANs  A03WpOBKK 0,1% Ha
PyCcCKOM  si3bike yKaselBalT: Toprosoe

HauMeHoBaHWe npenapata co 3HakoM ®,
NeKapcTeerHylo dopMy, MexayHapoaHoe
HENaTeHToBaHHoe HaWMEHOBaHve,
A03MPOBKY, Hagnucu: «BeicTpo o6neryaer

Rinomaris nasal spray 01% (bottle) 15 mI x 1 (carton box) - 19750 - RU
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PACKAGING 10 ml, 15 ml of the drug in a plastic bottle éguzglpgrd tullietr?r:iplra\ar g?jﬂg gg;tlg
equippgd with a spray device and a protective Eover made of

protective cover made of propylene. One .
bottle with instructions for use is laced in propylene, One bottle with
a cardboard box P instructions for use is placed in a

cardboard box
Mo 10 mn, 15 wmn npenapata s
YNAKOBKA ’ n B
NnacTukosoM  dnakoHe,  CHaBGKeHHOM ::a anigw” e pena[;;a;:mn &
2 ’
Souummion XowaroH 15 opnena. s | SHOROON oo
- YCTPOCTBOM W 38LNTHOW KPbiLKOW
oo nowewsor " xammensye, | %5 TN, 1o Gavny Graveory
nqu Y C WHCTPYKUMER NO npuMeHeHuio
Y NOMELLAIOT B KAPTOHHYK Nayky

Ha nepeuuHoin  ynakoske (3TMKeTke | Ha nepsuuHoM ynakoske (3Tukerke
MARKING nakoHa) ans AosupoBkn  0,1% Ha dnakoHa) Ha pyccKOM  A3blke
MAPKWPOBKA PYCCKOM  A3bIKE yKa3blBaioT: TOpProsoe YK@3aHO: TOproBoe HauMeHOBaHue

npenapara co 3HaKom ®,
nekapcreeHHas dopma,
MEXAYHapoAHOe HenaTeHToBaHHoe
HauMeHoBaHWe, N03MPOBKA, 06beM
COAEPXWMMOro  ynakoBku, «6+»,
HOMEp cepuu, «Cepus N2:», paTa
npow3soacTea, «[laTa npouss.:»,
Aata wucTeMeHus cpoka roaHocTM,
«[oaeH po:».

Ha nepsuuHoi ynakoske (3aTuketke
nakoHa) Ha aHrNWIACKOM Ss3blke
AONOAHWTENBHO YKa3aHO: NoroTun
¢Mprl-ﬂpH3BDﬂ,MTen9,
HavMeHoBaHwe Bebcaira:

Ha BropuuHol “ynakobie {nauxe
KAPTOHHOM) < Ha  “Pycekam “A3biKe
YK332HO: TOProBoe’ HanMenoBawHe
npenapara:; =/ co - 3HaKkoMm ®,
NekapcreeHHAas : L popMa;, |
MeXAYHapOAHOR | HEMaTEHTOBaHNOS

+385 51 546.024 www.jgl.hr -
244




REQUIRENEN
TPESOBAHNS

Flegrepths

HOCOBOE AbixaHve», «PasKuXaeT CAusb»,

«He pasfpaxaer  CAM3nCTYo HOCa»,
“AeACTBYET A0 12 uacoB», «6+», «Ans
AETEA W B3DOC/IbIX», «He COREPKUT
KOHCepBaHToB», «Cnoco6 npuMeHeHms:
Aetv crapwe 6 net wu B3pocnbie: no 1
BNPLICKMBAHWIO B Kaxaylo Hosaplo 2-3
pasa B CyTKu», NMOKa3aHMA K NPUMEHEHWIO,
CocTae npenapata Ha 1 Mn ¢ ykasaHueMm
KONu4ecTsa AeWCTBYIOWErO BEWECTBa W
NEPEYHA  BCMOMOraTeNbHbLIX  BewecTs,
YCNOBUR XpaHeHUs ¢ npeaynpenuTensHol
HaANMCbIO:  «BHEAOCTYNHOM ANS  aeTei
MECTe», «CPOK rogHocTu: 3 ropa. Mocne
MEPBOro BCKPLITUS XPaHWUTb B TEYEHWE 6
Mecsaues»,  perucTpauUoOHHbIN HOMep,
YCnosus OTMycKa M3 anTek, Ha3BaHue
qnuprt-npomso.qurenn, agpec, CcrpaHy,
o6LeM coaepxumoro ynakoeKkW, HOMep
cepun, «Cepmus N%:», narty NpoM3BOACTBa,
«flata npouse.:», AaTy WcTeyeHus CpoKa
FOAHOCTW, «loAeH Ao:», wTpux-koa, 2-D
Koa («GTIN:» - rnoGantHbl
MACHTNPUKALMOHH b HOMEpP  TOproBow
EAWHAUBI,  «SN»: - WHAMBWMAYANbHBIN
CEPUAHbLIA HOMED TOProBON EAWHWLDbI).

Ha BTOPUYHOK ynakoeke (nauke
KApTOHHOW) AN  [03UMpOBKM 0,1% Ha
@HINUACKOM A3blke AONONHUTENLHO
YKas3blBaioT: nororun dUpMBI-
NPpou3BOAMTENA,  HAaUMEHOBaHWe  Beb-
caunTa,

HaWMeHOBaHue, A03MPOBKa,
HaAnNucHK. «boicTpo  o6nervaer
HOCOBOE AbixaHue», «Pa3muukaer
CNu3b», «He pasapaxaer
CNA3NCTYI0 HOCa», «OeWCTBYET A0
12 yvacoe», «6+», «[lns gereii u
B3pOCNbixX», «He COOepPMuUT
KOHCepBaHTOB», «Cnocob
npumeHeHun: [etu crapwe 6 net u
B3poCnbie: No 1 BNPbLICKUMBAHWIO B
Kaxayw Hosgpw 2-3 pasa B
CYTKWU», NOKa3aHW| K NPUMEHEHUID,
CocTae nmnpenapata Ha 1 Mn ¢

yKasaHuem KonuuecTea
AEACTBYOWeEro BELlecTea "
nepeYyHn BCNOMOraTeNbHbIx

BELECTB, YCNOBUA XPaHEHWA C
npeaynpeavTensHom HaANMUCLIO:
“BHEAOCTYNMHOM ANS AeTel MecTes,
«CpoK rogHoctv: 3 ropa. MNocne
NEepBOro  BCKPLITUA  XpaHWUTb B
Te4yeHue 6 Mmecauess»,
PErMCTPALMOHHBIA HOMEp, YCNOBUA
oTnycka w3 anTek, HasBaHue
cbnpmm-nponasonmenﬂ, aapec,
CTpaHa, ob6bvem ConepXumMoro
yNaxkoekwn, Homep cepuu, «Cepus
N°:», para npou3soacTsa, «[lata
NPDOU3B.:», NaTa WCTEYEHMA CPOKa
FogHocTk, «logeH po:», wTpux-
Koa, 2-D kom  («GTIN:» -
rnoanbHbld  MAECHTU(WKALIMOHHbIMN
HOMEp TOProBoW eavHWubl; «SN»; -
MHANMBWAYANbHLIA CEPUiAHbIA HOoMep
TOProBon eanHWUbI).

Ha BTOpWyHOi ynakoske (nauke
KapTOHHOW) Ha aHrnWMiACKOM RA3bike
AONONHUTENLHO YKAa3aHo: noroTvn
q;prbs-npouaaon,menn,
HanWMeHoBaHWe Beb-canTa.

B T€YeHHe 6 MecAues

JADRAN GALENSKI| LABORATORIJ d.d.
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STORAGE At the temperature not above 25°C COMPLIES

XPAHEHUWE MNpv TeMnepaType He Boiwe 25°C COOTBETCTBYET
3 years. Store for 6 months after the first

SHELF LIFE opening COMPLIES

CPOK FrOAHOCTY 3 rona. Mocne nepsoro BCKpPbITUA XPaHWTb COOTBETCTBYET

° 51000 RIJEKA = SVILNO 20 = CROATIA o +385 51 546 024 » M- Jak.hr
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Importing country / CTpaHa MMnopTep: Russian Federation / Poccuiickas DPepepaums

Registration Certificate No. / Homep NN-001909 dated 19.11.2012 (re-issued 02.02.2018) /

PerncrpaunorHoro yaoctosepenus: JIN-001909 o1 19.11.2012 (zaTa 3amMeHs! 02.02.2018)

Manufacturing site / MNpouzeoacTeenHan JADRAN-GALENSKI LABORATORI] d.d., Croatia, Svilno

nnowaaka: 20, 51000, Rijeka / SAPAH-TANTEHCKMW NTAGOPATOPUIA
3.0., Xopsatusa, CeunHo 20, 51000, Pueka

I hereby confirm that the information above is authentic and accurate. This batch of the product was
manufactured (all production stages), including labeling/packaging and quality control at the above
mentioned manufacturing site in full compliance with the GMP requirements, requirements of the
registration dossier and normative documentation approved in the importing country.

HacToauium YAOCTOBEPAID, YTO NPUBEAEHHAN Bbilwe WHbOPMaUMS NOANMHHA M TOYHA, [aHHas cepus
NeKapcTBeHHoro npenapara 6bina npousseaeHa (Bce cTaaum Npou3BOACTBA), BKNKOYAN
YNakoeKy/MapKkupoBsky u KOHTPONb KaYeCTBa, Ha YKAa3aHHOM Bbiwe NPOU3BOACTBEHHOW NNOWAAKE B NONHOM
COOTBETCTBUM ¢ TpeboBaHWAMM GMP, Tpe6oBaHusmMu PErUCTPAUMOHHOrO JOCHE ¥ HOPMATUBHOM
AOKYMEHTaUWUW, YTBEPXACHHOM B CTpaHe-umnoprepe.

Quality of the product complies to Normative Document NN-001909-020218 variation 1
Kauectso npoaykra coorseTrcTeyeT HA /IN-001909-020218 HM3MEeHEeHMIo 1

I hereby confirm that the batch is approved for release
Hacrosaumm NOATBEPXAAK, YTO BblWeyKasaHHas CEPWA paspelueHa K Bbinycky

hos LA ST oo

Qualified Person Mirna Simigi¢ o s

Moanuce YnonHomMoueHHoro nvua
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