JEKJIAPAIIST O COOTBETCTBUM

AERJIAPAHT, MPHHUMAIOIUM JEKJTAPAIIMIO O COOTBETCTBUH

OO0Q0 "OF. PEOIH C JIABOPATOPHC"

Ceedenus o pecucmpayuu opeanusayuw: Mexcpaiionnas uncnexyun Pedepansuoii Har020607: cyactvr Ne 46 no
& Mocxee 01.01.2008, OT'PH 1037707013838, dama npucsoenus OTPH 05.04.2003.

Adpec: 115035, 2. Mockea, Osuunnuroscxkas nab., o. 20, cmp. 1. Tenegon: 8(495)783-29-01.

B nuye: I'enepansueiil dupexmop Cogemxun [1.B.

Hosepennoe nuyo: Jamuii A.B., dosepennocms Nol om 28.04.2018z.

3ASABIBIET, UYTO
aexapemesennoe cpedcmeo. Hazugun Cencumug enpetl nazansuwtii oozuposannviii 11,25 mre/doza 10 mn,

gnaxonsl (1), nauxu kapmounsie, PY Ne JIIT-000511 om 01.03.2011 (0ama 3amenw: PY 26.10.2017) gsidarno
Mepx 3envbemmeduramuon ImbX, cepua 1588304, napmus 38972 ynaxosox, 200en 0o 11.03.2022,

- npouséodcmea @amap Xenc Kea Cepsuces Madpuo, C.A. Y., Henanun, Famar Health Care Services Madrid,
S.A.U, Avda. Leganes, 62 Alcorcon 28923 (Madrid), Spain / Mepx KI'ad u Ko. Bepx lInummans, A gCmpua,
Merck KGaA & Co. Werk Spittal, Hosslgasse 20, A-9800, Spittal/Drau, Austria, ko0 OKITH2 21.20.10.251, x0d
TH B3 3004900002, xonmpaxm Ne DRL 03/2017 om 07. 02.2017, ungotic Ne 185026194 om 24.04.2019

COOTBETCTBYET TPEBOBAHUSIM
JT-000511-261017
HERKJIAPAIIMS ITPUHSTA HA OCHOBAHWH
npomoxon ucnsimanui Ne 25238 om 20.05.2019 Jlabopamoputii yenmp OO0 "LJKK OHI]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC AT ®MI5.C78563 om 20.05.2019

»

JATA TIP THST JEKJIAPAITAY 20.05.2019

NEK TAPARTATRICTBUTENLHA JO 11.03.2022

s ? Tatwii A.B.
] T Tionmwics ®.1.0
CBEJEHUS O PETHCTPAIIIN

OPTAH IIO CEPTUOHKAIINH, SAPEI'ICTPUPOBABII I JEKJIAPAITHAIO

POCC RU.0001.11®MI15 OPTAH ITO CEPTHOHKALHH ITPONYVKIIHH OBLJECTBO C
OI'PAHHYEHHON OTBETCTBEHHOCTBIO "OKPYIKHOE HEHTP KOHTPOJIT KA YECTBA",

acpec opeanusayuu: 115280, 2. Mocxea, ya. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1., adpec opzana no
cepmugpuxayuu: 143581, Mocxoeckan obnacime, Hempuncrkuii pation, dep. Jewxoso, d. 248, cmp. I, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: OYKK.pQ.

HEKJIAPAITHA O COOTBETCTBHHM 3APETMICTPHPOBAHA N POCCRU J-AT.®MI5.A.15545/19
HATA PETHCTPALTMH 20.05.2019 ,
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Date /[lata  05.04.2019
CERTIFICATE OF ANALYSIS /| CEPTUOWKAT AHAITU3A

3.02624.0252 Nasivin Sensitive metered nasal spray
Russia / Poccus 11,25 mcgldose /
HazueuH CeHCUTHRB cnpeit HazankbHbI
Aosupoeanubin 11,25 mkrigosy

BATCH / NAPTURA Date of manufacture: / 12.03.2019
158830A [ara uarotosnexus;
Expiry date: / 11.03.2022

Cpok roaHocTH:

ANALYTICAL DATA/
AHANMUTUYECKUE OAHHLIE

Specification / Cneuuduraums Results / PeayneraTh
Physical data / ®u3anyeckue naHHbIe
Appearance of the solution /
BHelunwid supa pacTeopa:
Description / Onucasue; A transparent or nearly transparent, confarms /
from almost colorless to slighlly COoOTBETCTBYET

yellow solution /

Mpo3paqHBIA UMW NOYTY NPO3PaYHbINA
pacreop or nouty BecuseTHoro aAc
Crerka WenToBaToro useTa

Relative density (d 20720} f 1.006 - 1.010/ 1,006 -~ 1,010 1.008 /1,008
OTHocuTensHas nnoTHoeTk /d20/20):

pH: 56 -6.1/56-~6,1 58/59
Mean delivered dose / Labeled dose (45 mg) + 156 %/ 46.2 mg /
CpeaHns nogasaemas 003a: MpeanucaxHas nosa (45 mr) £ 18 % 46,2 mr
Delivered dose uniformity / Mean delivered dose + 25 %
OnHOPOAHOCTL NOA2BASMON 4036 max. 2 of 10 » + 25 %,
but always £ 35 %/ conforms [
CpepHss nogasaemasn 1032 +25 % COOTBRTCTBYET

Mmaxe. 2 w3 10 > + 25 %,
Ho Bcerga s+ 35%

Filling volume / n.Lt. 10 mi/ muk. 10 mn 1.7 ml/ 1.7 un
OBbem HananHexus:
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Date / aTa 05.04.2019
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINMU3IA

3.02624.0252 Nasivin Sensitive metered nasal spray
Russia [ Poccus 11,25 mcg/dose /
HaausuH CeHcuTUB cnpen HasanbHbIY
posuposannsbi 11,25 mMkr/gosy

BATCH / NAPTUSA Date of manufacture: / 12.03.2019
158830A [aTta usrotoBnexusa:
Expiry date: / 11.03.2022
Cpok rogHocTH:
ANALYTICAL DATA/
AHANMWTWUYECKWE OAHHBIE
Specification / Cneumdukauuns Results / PeaynuraTs!l
Osmolality / OcMonsnbHoCTL! 270 — 330 mosmol/ kg / 291 mosmol/ kg /
270 — 330 mocmons/kr 281 mMocMons/kr

Chemical data [ Xumuveckue gaHHbIe!

Identity Qxymetazoline hydrochloride /  The retention time of the main peak on  conforms /
MpeHTUIHOCTE OKCUMETa30NMHE the chromatogram of the tested COOTEETCTBYET

rmapoxnopuga: solution is required to correspond to
the retention time of the main peak
on the oxymetazoline hydrochloride
standard solution. /
Heobxogumo, 4ToOs! BpeMA yoepKUBaHUA
OCHOBHOIO NUKa XPOMaTorpamMmel
TECTUPYEMOTO PacTBOPa COOTBETCTBOBEN0
BpEeMeHY YOSDMUBEHUA OCHOBHOID NUKa
CTaHAapTHOro PACTBOPA OKCUMETA30NUHE

rmapoxnopuaa
Content Oxymetazoline hydrochloride /  237.5 — 262.5 ug/ml/ 248.9 pg/ml/
ConepxaHue OKCUMETa3anuHa 237 .5 — 2625 mrr/mn 248,89 mir/mn

fuapoxnopuaa;

Chemical purity / XuMudeckas YucToTa

Specified identified degradation products/
CneuudvuMpoBaHHBIE KAEHTUAUUMPOBEHHLIE NPOAYKTEI pacnang

Hydrolysis product / max, 0.5 %, related to the content 0.00%/ 0.00%
MpoaykT rvaponuaa; of oxymetazoline hydrochloride /

make. 0,5 %, OTHOCUTENLHO CoASPKaHUA

OXCHMETasoNuKHa ruapoxnopuaa
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Date / faTa 05.04.2019

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

3.02624.0252
Russia / Poccusn

BATCH/ NAPTUR
158830A

ANALYTICAL DATA /
AHANMUTWYECKUE NAHHLIE

Nasivin Sensitive metered nasal spray
11,25 mcg/dose /

Ha3uBuH CeHcuTus Crpev HasanbHLIN
AO3UPOBaHHLIN 11,25 MKr/oosy

Date of manufacture: / 12.03.2018
[ara warotosnsuua:

Expiry date: / 11.03.2022
Cpok roarocTu:

Specification / Cnetmdmkaus Results / PesynsraTs

ZP:1:

Unidentified degradation products /
Heuaertucbuumposasnsie NpoOAYKTHI
pacnapa;

Individual unidentified impurity /
EnunHuunas
HEWpeHTUhULMPOBaHHaA NpUMech

Total impurities/
Becero npumeceii

max. 0.5 %, related to the content 000 % / 0,00 %

of oxymetazoline hydrochloride /
maxc. 0.5 %, oTHocuTENBHD coaepxanus
OKCUMETa30nuHE rMapoxXnopuaa

max. 0.1 %, related to the content

of oxymetazoline hydrochloride /

make 0,1 %, oTHocuTenLHO CoaepKaHug
OKGMMETasonuna rwapoxnopuna

00%/00%

max. 1.2 % / maxc.1,2 % 0.0%/ 00 %

Microbial purity / Mmupcﬁubncrmeckaﬂ JucroTa:

Total viable aerobic counts

max. 102 cfuf ml / Ocful mi/

et e e W s

(conforms to sum of TAMC and TYMC)/ make. 10! KOE/mn 0 KOE/ mn
Cbuyme konuyecTaa Ku3HecnocobHeIx

aspobos (cooTtseTcTRyeT CymMme TAMG

[OMY(A)Y - OBuiee uucno 83p06HEIX

MUKDOOPranusmoe] u TYMC

foBujee konuuecrao Aporoken/nnecHessix rpubog])
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Date / laTa 05.04.2019
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

3.02624.0252 Nasivin Sensitive metered nasal spray
Russia / Poccus 11,25 meg/dose /
HasusuH CeHeutus CNpen HazanbHeii
AczurpoBanHbIii 11,25 Mkrigosy

BATCH/ NAPTUS Date of manufacture: / 12.03.2019
1588304 Hata uarorosnenus:
Expiry date: / 11.03.2022

Cpox rogrocTy:

ANALYTICAL DATA /

AHATTATUYECKWVE DAHHLIE
Specification / Cneuudcbukauus Results / PeaynbTare:

Test for specified microorganisms /

Tect Ha CreuMdnyUpPoBaHHbie

MUKDOOPraHU3Mbl

Enterobacteria and ceriain other max. 10" cfu/ mi/ Ccfu/ 10 mly

gram-negative bacteria / Maxc. 10' KOEn 0 KOE/ 10 mn

SHTepobakTepum 1 onpesenentbie

Apyme rpamoTpuyarenstbie BaxTepuw

Pseudomonas aeruginosa in 1.0 mi / Absence / conforms

/Cunersonkan nanouka & 1.0 mn oTCyTCTBME cooTeeTCTRYET
* Staphylococcus aureus in 1.0 mi / Absence / conforms /

3onoTueToit crachdimnoxkox s 1.0 mn oTCyTCTBME cooTseTCTRYeT

Hereby | certify that this lof has been tested in accordance with the marketing authorisation and the Eurapean
guide to good manufacturing practice for medicinal products. / BanHsim CBUASTENLETRYIO

05 -04- 2018

DD.MM.YYYY / Yuecno, mecsu, rog MMag. Herwi 1TAN5ﬁbacher
Head of Release’ office / oraena paspeiicting
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