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I'IO,};ITBEP}KIIEHHE COOTBETCTBHA CEPUH
Ne 51-00421/21 o1 02.1 1,2021 :

HacTosmuM IOATBEPIKIAEM COOTBETCTBUE BBOIMMOIO NIEKApCTBEHHOTO nperapara TpeOoBAHHAM,
yCTaHOBIICHHBIM ITPH €TO rOCYIapCTBEHHOM PErHCTPaltil -

Toprosoe HAHMEHOBAHME : : Pumomape® o e
MexyHapoAHOoe HenaTeHTOBAHHOE HAUMEHOBAHNE KeunomeTazoul 1
TlexapcTeenHas popma . : 5 ‘CnpefiHasamenet#t
Jlo3upoBKa 0.1% S
| bopma BHITYCKA Onaxon 15Mux 1 (natncaﬂrgpimma_g)__,__u_
Homep cepun 06051 e )
O6beM nMapTHH 4 171 616 ynak. .
Jlata BBIYCKA o 120.07.2021 i
TCogen a0 ' 31.03.2024 S
HanMeHOBAHKE U 3JIPEC IIPOM3BOAUTENA 1 SIIPAH-TAJIEHCKU JIABOPATOPUH |
. a.0., Ceunno 20, 51000, Puexa, XopBang____J
Cranuu NPOH3BOJCTBEA Bce cTajiui IIPON3BOJICTBA . m!
Homep ¥ JaTa perucTpauuonHoro YAOCTOBEPEHUS JI1-001909 ot 19.11.2012 (nata 3aMeHbl
L an - 102.02.2018) L)
Homep HOpPMATHBHOH JOKYMEHTAUMH H{JI1-001909-020218, nam. 1 ]
HauMeHOBaHHE M afipec Aepxarend EIIIPAH-FAJIEHCKH JIABOPATOPUY i
| perucTpaIMOHHOro YIOCTOBEPCHUS : a.0., Cauiino 20, 51000, Pueka, XopsaTus |

OrTReTCTBEHHOE JIUI0: MEHELKED IO ofecTieUeHHIo xauectaa 000 «IJIPAH» Hocenxo I0.A. no
nosepeHHocTH N 2828-2021 0t 28.06.2021.

i
PoGEEt B TIEuAT 1

[

Jlara: 02.11.2021

000 «AAPAH»

Anpec MecTa HaxORASHWA: 107564, r. Mockea, yn. KpacHoborarnipcras, A 6, c1p b

Appec pns Hanpasaenna NOMTOBOM KOPPECNDHABHLMNL 119330, MockBa, Nomonoconckuit npocnext 38, agwe Vil
Ten./daxc: +7{499)143-33-71 ; : :

e-mail: Jadran@jgl.ru
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Product name / HassaHue npenapara.

Rinomaris®, nasal spray 0,1%, (bottle) 15 ml X 1?

(carton box) l%

PuHomapuc®, cnpei wasanbHbi 0,1%, (hnakoH) 15 %

‘ mn x 1 (nauka KapToHHasn) - g
Batch / Cepus: 06051 [ SE——
,,l}ianufacturing date / [lata npov3B0ACTEa: 22.03.2021. . !
| Expiry date / FopeH Ao: 31.03.2024. %
| Date of analysis / [laTa npoBeAeHvs aHanusa: 19.04.2021. R 3
Name of the API / HaumeHOBaHUE Xylometazoline / KcunoMeTasonuH i
apMaLeBTUHecKon CybCTaHumm: ‘ LA SR

API batch No. / Homep cepun
_@apmag_gemqecxoﬁ cybcTaHuum:

API Manufacturer / MponsgoAnTENE
hapMaueBTU4ECKON CyOCTaHUMM .

|"siegfrid Pharmachemikalien Minden GmbH, Germany /

2010145,2010354

3urgpua GapMaxemukanied MuHaeH Tm6X, Fepmanng

APPEARANCE
OMUCAHVE

 CERTIFICATE N2 0254/21
CEPTU®WKAT N2 0254/21

Clear, colorless solution, odourless
BecuBeTHbI npo3padqHblil pacTeop 6e3

Clear, colorless solution, odourless
BecuseTHbIA NpO3pauHbIA pacTeop

Cryoscopical method
GPh XIII or EU Ph
OCMONANBHOCTEL
KpyocKonuieckn

ro XIII wnv Esp.®

From 230 mOsmol/kg to 320 'mDsmoiikg

OT 230 MOcMons/kr Ao 320 MOCMONb/Kr

285 mOsmol/kg

285 MOCMONb/KT

3anaxa fe3 3anaxa |

IDENTIFICATION (HPLC) - !
The retention time of the principal peak in 1
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 i
xylometazoline hydrochloride reference \
standard solution

NOANMHHOCTb (BKX) ¢ : \
Bpems yAePXWBaHNA OCHOBHOTO NUKa Ha
XpOMaTorpaMMe UCnbiTyeMoro pacrsopa, \
NPUrOTOBNEHHOrO ANA KONU4YECTBEHHOIO ;
onpeaenerns, A0MKHO COOTBETCTEOBAT |

KCMnoMeTasonH szm‘ém memﬁ‘mam, S i BaTh | COOTBETCTBYET i |
Ha xpoMaTtorpaMme pacrsopa &
craHaapTHoro obpasua 5'
KCMMOMETA301MHa rTMAPOXNoPUAZ (2

pH : §

potentiometric method From 5.5 t0 6.5 5.8

GPh XIII or EU Ph

pH

MOTEHUMOMETPUYCKHN O15,5806,5 5,8

ro X111 wnv Eep.@

OSMOLALITY

PERCENTAGE OF THE CONTENT OF

PACKAGE Not less than 90% of declared value 103 %
GPh XIII
BbIXOA COAEPXKWMOIO He meHee 90% 0T 3afBNeHHoro obvema 103 % .

JADRAN - GALENSKI LABORATORIJ d.d. © 51000 RIJEKA @ SV'-LNO‘ZO o CROATIA ©= +385 51 660 700 = www.jgl.hr
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VOAKOBIE

ro X1
RELATED SUBSTANCES (HPLC)
Impurity A -Not more than 1.0% i <0.05 %
Any unspecified impurity Not more than 0.3% ] <0.05 %
Total impurities Not more than 1.3% <0.05 %
POACTBEHHBIE NPUMECTW (BIXX)
Npumecwn A He 6onee 1,0% <0,05 %
Nio6oi MaeHTUDUUMPOBAHHOA He Gonee 0,3% <0,05 %
npuMecK

~ CyMmbl npuMeced He 6onee 1,3% <0,05 %
Z‘LER;;IH” ) ol Solution must be sterile i 'COMPLIES
CIERABABCTD Mpenapat AomkeH GbiTo cTeEpWIbHBIM COOTBETCTBYET

r@ XIII nan Esp.@

ASSAY (HPLC)
Xylometazoline hydrochloride

KOMIMYECTBEHHOE OMPEAENEHWE
(BINKX)

KCWNOMETa30N1Ha TMAPOXNOPVA

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

01 0,950 Mr ao 1,050 Mre 1 Mn
npenapata (o7 95,0 % Ao 105,0 % OT
3aABNEHHOrD COAEPKAHUA)

1.004 mg/ml {100.4 %)

1,004 mr/Mn (100,4 %)

|
|
1
%
|
;
§

i e it i ko

JADRAN - GALENSKI LABORATORIJ d.d. © 51000 RIJEKA © SVILNO 20°

HavMeHoBaHWe npenapara co 3HaKOM ®,
nekapcrBerHy  opMy, MexayHapoAHoe
HenaTeHToBaHHOE HauMeHOBaHWE,
[O3UPOBKY, | o6beMm COAEPKAMOrD
ynaKkoBku, «6+», HOMEP cepmu, «Cepua
NO:», nary npov3BOACTBa, «flaTta
npouss.:», AATYy  UCTEHEHUA cpoka
roaHocT, «foaeH [0:».

Ha nepBu4HOR  ynakoBke (3TMKETKE
¢nakoHa) AR pozuposkn 0,1% Ha
AHIMUACKOM A3bike [ONONHWTENBHO
yKa3blBaloT: nororTun GrpMbl-
npw3soanTeNs, Hammeuoaaﬂme‘seﬁ-caﬂra.
Ha BTOPWUYHOWM ynaKosk (nauxke
KApPTOHHOR) ANS posvposkn 0,1% Ha
PYCCKOM #3blKE  YKa3blBawoT: Toprosoe
HaWMeHoBaHWe npenapaTa co 3HakoM ®,

Rinomaris nasal spray 01% 15 ml - 06051- RU
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| COAEPKNMOID; Y IAKoBKH,

PACKAGING ; " 15 ml of the drug in a plastic bottle
10 r_nl, 15 ml_ of the drug in a pl_astlc bottle equipped with a spray device and 2
equipped with a spray device and a protective chwer (HEHE of

protective cover made of propylene. One propylene One  bottle  with
tamctgredt\)vvc:g;;n;ot;uctlons for use is placed In | joceryctions for use is placed in a
cardboard box

YMAKOBKA Mo 10 mn, 15 wmn npenapata B | no 15 Wk npenapara "

NNacTUKOBOM dnakoHe, cHabXeHHOM ANECTHKOBOM (pnakowe
PACMAMMTE/ILHEIM yCTPORGTEOM "1 chabkeHHOM Da{ll'lb'.ﬂHTeanhlb:l
3aAWMTHOR KPLIWKOA W3 N onunexa. Mo - - =
OAHOMY (Dﬂ';KOHV c MH{g'pVKuMEﬁ no YCTPOHCTECH. A ;au.mmow "gb"'“ o
: 13 nponunera. No OAHOMY (pakory
Egzz\?neuwm noMeLanT Bi. KapTOHHYIO | WHCTDYIG ﬁ‘m IpVMEHEHNIO
3 nomemeﬂ@r B'KAPTOHHYIO TIAHKY
MARKING Ha nependHoM  ynakoBke  (3TMKETKE Ha;ﬁ@és&&ﬂﬁ%_yﬁ;&qu{é (3TnKeTKE
MAPKMPOBKA gnaxona) ana naosvposkn 0,1% Ha daaKoHa)  HE () PYCCKOM — A3bIKe
PYCCKOM  A3blKE  YKa3blBAlOT: Toproeoe | yxasaHal Toprosoe “HalMaHoBaHne

npenapata /€0 | 3Hakos . @,
nerapcTeeHHas || /= hopma,
MEXAYHAPOAHOE  HenaTeHToBaHHOE
HauMeHoRaHWe ,  A03MPOBKa, ob6vem
‘ «h+»,
HoMep cepun, «Cepus N2:», para
NpoWU3BOACTBA, «[lata Mpow3s.i»,
AaTa vcTedyeHws CPoKa roAHOCTH,
«[oaeH Ao:».

Ha nepBWuYHOR ynaxkoBKe (3THKETKE |

nakoHa) Ha AHrNUHACKOM A3bIKE
LONONHUTENBHO YKa3aHO:! noroTun
GUPMbI-NPU3BOAUTENS,
HauMeHoBaHue Beb-canTa.

Ha BTOPMYHOW YNAaKOBKE (nauxe |

KapTOHHOW) Ha PYCCKOM
yKasaHo: TOproBoe HAaUMEHOBAHWE

CROATIA = +38551660700¢° www.igl.hr
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- [etw crapwe 6 net

A i
nexkapcTeeHHylo OpMY, MexayHapoaHoe
HenaTeHToBaHHoe HaWMEHOBAHWE,
QO3MPOBKY, HAANWCK: «BbICTpO 0bnerdaer
HOCOBOE [AblXaHWE», «Pa3xWKaET CNu3b>,
«He  pasjpaxaet CnM3ucTyo  Hoca»,
«peiictayeT Ao 12 4acos», «6+», «0Anga
petei  w o B3poCnbIX», «HEe COABPXWT
KQHCEepBaHTOB», «Cnocof nNpUMEHEHWR!
w Bapocibler no 1
BAPLICKABAHWIO B Kaxaylo ‘Hosapio 2-3
pasa B CYTKW», NOKa3zaHWa K NPUMEHEHWIO,
cocTas npenapara Ha 1 mn C yKa3aHvueM
KONVUYECTBa AERCTBYOWEro BeulecTaa u
nepeuHa  BCNOMOraTeneHbIX BELWLeCTB,
ycnosma xpaHeHua C npep.ynpenmenbuoﬁ
HAANWCHIO:  «BHEAOCTYNHOM  ANnA netef
MecTer», «CPOK MOAHOCTH: 3 ropa. MNocne
Nepsoro BCKPbLITMA XPaHuTb B TeueHue 6
MECALEB», PErMCTPALIMOHHBIA  HOMED,
ycNoBMA OTNyCKa W3 anTek, Ha3BaHune
DUPMBI-NPOU3BOAUTENA, BAPEC CTPaHy,
06BbEM  COAEPMKUMOro  YNaKOBKH, HOMep
cepun, nary WU3roTOBNEHWA, paty
vCTEYEHUs Cpoka roaHoCT B peaakumn
«ogeH  A0i», WTPUX-KOA, 2-D  kog
(«GTIN:» - rnobansHbIA
WAEHTUDUKALMOHHBIA  HOMED TOpProsov
enuHALbl; | «SN»: UHAKBWAY 2N bHBIA
CepWiHbIA HOMEp TOProBoH eanHALb!).
Ha BTOPUUYHOM ynakoBsKke (nauke
KapTOHHOR) ANA  A03UPOBKM 0,1% Ha
aHrNUMACKOM A3blKe AONONHUTENBHO
yKa3blBarT: norotvn HUpMbI-
npow3soauTens, HauMeHoBaHue  Beb-
cauTa.

| M3roTOBNEHWA,

npenapata co 3HAKOM
nexkapcreeHHasn dopma,
MexayHapoaHoe HenaTeHTOBAaHHOE

HauMeHOBaHWE, [O3UPOBKA,
HAAMMUCH «BbicTpo ~ obnerdaer
HOCOBOE AblXxaHwe», «Pa3xvixaer
cAv3b», «He pasnpaxaer

CAN3UCTYKD HOCa», «pencTeyer A0
12 uvacos», «6+», «Ana nerten u
B3POCNbIX?, «He COAEPHNT
KOHCEPBAHTOB?, «Cnocob
NPYMEHEHWNA! Jetwn cTapuwe 6 net n
g3pocnbie: No 1 BMpbICKMBAHWIC B
Kawayl HO34pY 2-3 paza B
CyTKM», NOKasaHWs K NPUMEHEHWID,
coctas npenaparta Ha 1 mn C
yKa3zaHneM KonuuecTea
fAefcTayowero geLwecrea “
nepeYHs BCAOMOraTenbHblix
geulecTs, YCNoBus xpaHedua ¢
npemnpenmeanoﬁ HBANUCHI:
«BHEAOCTYNHOM ANA [eTen Mecre»,
«CpPOK TOAHOCTW: 3 ropa. [locne
Nepeorc  BCKPbITUR  XpaHUTb B
TeYeHWe 6 Mecaues»,
permcrpauwoqum HOMEp, YCNOBWUA
ornycka 43 anTek, Ha3saHue
(hMPMbI-TIPOM3BOANTENS, aapec,
cTpaxa, 06beM COAEPMUMOro
ynakoBKku, HOMEp  Cepwuv, para
fata  ncTedeHnd
cpoka roaHoctm B peaaxkuuu
«lofeH A0:», WTPUX-KOA, 2-D kog

(«GTIN:» g rno6anbHbIA
M.QEHTMdJMKauMDHHbm HoMep
Toproso#  eAvHWUbL «SN»: -

mnnmamyanbﬂbm cepuiHbi HOMED
TOProBoH eAuHULLBY).

Ha B8TOPWYHOW YNakoske (nauwke
KapTOHHOW) Ha AHrNIMACKOM A3bIKE
LONONHUTENBHO YKa3aHo! noroTvn
(bupMbI-NPOU3BOAUTENS,
HaumeHoBaHwe seb-canTa.

o TECH

®, |

|

|
|
|

|

STORAGE

CPOK roAHOCTH

opening
3 roga. Mocne Nepeoro BCKPbITHA XpanuTk

At the temperature not above 25°C COMP@\;}fé‘:" N
XPAHEHME nbn_TeMﬁepaType He sbiwe 25°C COO‘FBETCTBYET b
SHELF LIFE 3 years. Store for 6 months after the first o ak

8 TeueHue 6 mecsues

COOTRETCTBYET '

Importing country / CTpaHa uMnopTep: .

[ Russian Federation / Po

ccunckas Oefepaiinn

Registration Certificate No. / Homep °

PerncrtpaunoHHOro yaocrosepeHual

NN-001909 dated 19.11.2012 (re-issued 02.02.2018) /
Nr-001909 or 19.11.2012 (aara 3ameHol 02.02.2018)

Manufacturing site / Mpov3BoACTBEHHAA

nNAoWaaKa:

JADRAN-GALENSKI LAB

a.0., XopBaTus,

20, 51000, Rijeka / A0PAH-TANEHCKN NABOPATOPUW
Cewnno 20, 51000, Puexa

ORATORIJ d.d., Croatia, Svilno

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
mentioned manufacturing site in full compliance with

quality control at the above
the GMP requirements, requirements of the

registration dossier and normative documentation ap

JADRAN - GALENSKI LABORATORN

d.d. = 51000 RIJEKA = SVILNO 20+ CROATIA

Rinomaris nasal spray 01% 13 ml - 06051- RU
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proved in.the importing country.

o +385 51 660 700 = www.jgl.hr
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THacTORLIMAM yAOCTOBEPRIO, YTO NpuBeieHHas Bollue MHGOPMaUMA NOANNHHE W TOUHA. [lannasl cepva
flekapcTBEHHOro npenapara Gbina NnpousseneHa (Bce craanv Npov3BOACTBA), BKNOHAA
yNaKoBKY/MapKUPOBKY ¥ KOHTPONb KauecTsa, Ha yKasaHHOW BblWe NpPOM3BOACTBEHHOM NIOWAAKE B NONHOM
cooTeeTcTBUY C TpeGoBaHMAMK GMP, TpeboBaHuAMV perucTpaumoHHOro AOCkE 1 HOpMATUBHON
NOKYMEHTAUWW, yTBEPXKAEHHOW B cTpaHe-uMnopTepe.
Quality of the product complies to Normative Document 7M-001909-020218 variation 1
KauecTBO NpoAyKTa cooteercreyer HA NM-001909-020218 M3MeHEHNO 1

1 hereby confirm that the batch is approved for release

HacroswmMM NoATBEPKAAIK, UTO BblLIEYKa3aHHas cepus paspeieHak BbIMYCKY
Date ; i ek L gl
ara ! Zd( \

Qualified Person

I

l' Valentina S‘tuiié(é

Moanuch YNOAHOMOUEHHOTO Jinlia | !
k

g o, %) IGLdd.
V4 gl d i
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