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NEKJAPAIIMSI O COOTBETCTBHUH

JNEKJIAPAHT, IPHHAMAIOII WA JEKJAPALINIO O COOTBETCTBHH

000 "OP. PEQTH C JTAFOPATOPHC”

3apesucmpuposanc : Hucnexyus Munucmepemea P® no nanozam u cbopam Ne7 ro Llenmpansnomy aom.
oxpyey e Mocreor OFPH 1037707013838 om 05.04.2003

Adpec:115035, 2. Mocrea, Oswunnurosexas nab., 0. 20, cmp. 1. Tereghon: 8(495)644-37-78.

B auye:Tenepansrozo dupexmopa Kxandensan lpauwiarm

Hogepeinoe nuyo: Jamuti A.B., dogepennocms Nel om 30, 04,2015

JAABIAET, UHTO

sexapcmeennoe cpedcmso; Hazuaun Cencumua cnpeti nasansusiil dosuposannell 22,3 mxe/003a 10 mn,
hnaronst (1), nauxu xapmornste, PY Ne JII1-000511 om 01.03.2011 (dama 3amenvl PV 26.10.2017) sorano
Mepx 3ensficmmedurxamuon Im6X, cepus 9V05901, napmus 86606 ynaxosox, 2ooer 00 05.12.2020,
npoussodcmea Dapmacmep, Gpanyus, Zone Industrielle de Krafft, 67150 Erstein, France, / Mepx KI'aA u Ko.
Bepx [IInummans, Aécmpus, Hossigasse 20,A-9800 Spittal/Drau, Austria, ko0 OKII2 21.20.10.251, koo TH

| B3 3004900002, xoumpaxm Ne DRL 03/2017 om 07.02.2017, unsotic Ne 185023747 om 23.03.2018

COOTBETCTBYET TPEEBOBAHHUAM

JIT-000511-261017

AJEKJAPAIIVA NIPUHATA HA OCHOBAHHH

npomoxon ucnwimanuii Ne 8820 om 04.04.2018 Jla6opamopruiti yenmp 000 "LKK OHL", ammecmam
axxpedumayuu POCC RU.0001.21 PK75, Cepmugpuxam POCC AT @M15.C54895 om 04. 04.2018

JATA TIPUHSITHSI JEKJTAPALMIM 04.04.2018
NEKJITAPATHASEAEVICTBUTEIBLHA [0 05.12.2020

' ,r.:‘;,'-.:f';:,‘i’""w & Iatuit A.B.
MOOITHCH U0

dewaapanm

CBEJIEHUA O PETUCTPAIINHA

OPTAH ITO CEPTHDOHUKAIINH, 3APEFHCTPMPOBABII U JEKJIAPALIAIO

POCC RU.0001. 11 ®MI5 OPTAH O CEPTHOHKALIHH TPOOYKIHH OFLIECTBO C

O PAHH LJEH"[—I.OI;I OTBETCTBEHHOCTBIO "OKPYIKHON IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu.: 115280, 2. Mockea, yr. Macmepxosa, d. 4, om. 5, nom. 1, xom. 1., adpec opzana no
cepmudghuxayuu; 143581, Mocrosckas obracms, Hempunckuii pation, dep. Jlewikoeo, . 248, cmp. 1, men.,
(495)640-96-69, (495)787-92-78 geb-catim: oyxx.p@.

JEKJIAPAITUSI O COOTBETCTBHU 3APETUCTPUPOBAHA M POCC AT @M1 5.055562

3apuitosekas H. A,

TIONNTHCE Pyxosomurent OC




PMNERRUK

Date / OaTa 16.01.2017

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

3.02633.0252
Russia / Poccuna

BATCH / MAPTUA
av05301

ANALYTICAL DATA/
AHARUTUYECKUE OAHHbIE

Nasivin Sensitive metered nasal spray 22,56
mcg/dose /

HaauBuH CEHCUTHB CHPer HazanbHbIN
A03UPOBAHHLIN 22,5 Mxr/aosy

Date of manufacture; / 06.12.2017
[ata naroToRNeHUA:

Expiry date: / 05.12.202¢
CpoK rogHocTU:

Specification / Creundikauna Results / PeayneTaThl
Physical data / ©uavyeckue aanHoIe
Appearance of the solution /
BHewWHWA B1A, pacTeopa:
Description / Onucaxue; A transparent or nearly fransparent, conforms /
from almost colorless to slightly COOTBETCTBYET

Relative density (d 20/20) /
OTHoCUTENENAs NNoTHOCTE /d20/20):

pH:

Mean delivered dose /
Cpenras nogasaemMas 403a;

Delivered dose uniformity /
0OAHEPBAHOCTL NOAABASMON RO3bE:

Filling volume /
Ofbem HaNONHERKS:

Merck KGaA & Co. Werk Spittal . dsterreien

Hésslgasse 20 - 9800 Spittal/Orau
Telefon.  +43 (0) 47 62/51 51-0
Telefax  +43 (0) 47 62/51 51-22
www merck-spittal.at

yellow solution /

Mpo3spayHbil Ny TOHTU NPO3PaYHLIA
pacTBOp OT noytu BecuBeTHOro A0
CNETKR XenToBATOro UBeTa

1.006 - 1.010/ 1,006 — 1,010 1.008 /1,008
56 —-6.1/56~86/1 591589
Labeled dose (45 mg) £ 15 %/ 46.6 mg /
MpeanvicarHan goad (45 mr) £ 158 % 48.6 mr

Mean delivered dose + 25 %

max. 2 of 10 > £ 25 %,

but always £+ 35 % / conforms /
Cpenxas noaasaeman fgosa + 25 % GOOTBETCTRYET
MaKe, 2 ma 10> £ 25 %,

HoBCcerna <+ 35%

n i 10 M1/ mun, 10 mn >114ml/>114mn
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Kemmanditgesellschaft auf Aktien & Co. Werk Spittal
sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt - FN 1687592

DVR 0939196

UID-Nr, ATU 43740706




AMRRU K

Date / data 16.01.2017

CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAITU3A

3.02633.0252
Russia / Poccuna

BATCH / TAPTUA

Nasivin Sensitive metered nasal spray 22,5
mcg/dose [

HaznBuH CeHCUTUB Cripe HasanbHbLINA
AO3UpOBaHHBLIK 22,5 Mkrifnoay

Date of manufacture: / 06.12.2017

av05901 Hara naroTosneHUA:
Expiry date: / 05.12.2020
CpoK rogHocTH:
ANALYTICAL DATAf
ARANMTATUYMECKWE JAHHBIE
Specification / Cneunchburauua Results / PesynbraTs!
QOsmolality / OCMONANBROCTE, 270 = 330 mosmol/ kg / 288 mosmol/ kg /
270 - 330 MocMmorik/Kr 289 mocMonb/kr

Chemical data / Xumudyeckne ganHbie:

identity Oxymetazoline hydrochloride /
WReHTUuHOCTE DKCUMETA30NMHA

rMmapoxnopuasa;

Content Oxymetazoline hydrochloride /
Conepxanue OKCUMETA3oNNHA
rmapoxnopuna

Chemical purity / XumMn4eckas MucToTa

Specified identified degradation products/

The retention time of the main peak on conforms /
the chromatogram of the tested COOTBETCTBYET

solution is required fo correspond to

the retention time of the main peak

on the oxymetazoling hydrochloride
standard solution, /

HeoBxoaumo, 4Tolbl BpemMA YASDKUBAHNS
QCHOBHOIO NUKa XPOMaTOrpaMMEs
TRCTUPYEMOrd pacTsopa COOTEETCTBOBAN0
BPEMEHW YHEPKUBAHWA OCHOBHOTO Miika
CTarjapTHOrG pacrasopa OKCUMETA3DNUHE

ruapoxnepwna
475.0 - 525.0 pg/mi / 506.8 pg/mi/
475,0 - 525,0 MKrimn 506,8 mrrimn

CneuuduunpopaHHeie nasHTMbMUMDOBAHKLIE NPOAYKTLI pacnaga

Hydrolysis.product /
MpooyKT ruaponwsa:;

max. 0.5 %, related to the content <0.03%/<003%
of oxymetazoline hydrochloride. /
Maxc, 0,5 %, 0THOCUTENBHO CoaepKatuA
OKCUMETAE30NWHE rudpoxropuga
Page 2 of 4

Merck KGaA & Co. Werk Spittal - dsterreich Kommanditgeselischaft auf Aktien & Co. Werk Spittal

Hasslgasse 20 - $800 Spittal/Drav
Teleforn . +43 (0} 47 62/51 51-0
Telefax  +43 (0) 47 62/51 51-22
www. merck-spittal.at

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt - FN 16875%a
DVR 0939196
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PMERRCK

Date / Oara 16.01.2017

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

3.02633.0252
Russia / Poccus

BATCH / TAPTUA
9Vv05901

ANALYTICAL DATA/
AHATTUTUMECKAE AAHHLIE

Nasivin Sensitive metered nasal spray 22,5
mcg/dose /

HazweuH CeHCHTHE CTIped HasanbHbLIW
[O3UPOBaHHbLIA 22,5 MKr/no3y

Date of manufacture: / 06.12.2017
Jata usroTosneHun:
Expiry date: / 05.12.2020

CpoK rogHoCTU:

Specification / Cneuudvraumns Results / PesynsTarsl

ZP-1:

Unidentified degradation products /
HeuaeHTUWUMPOBAKKEIE NPOAYKTH!
pacnaga:

Individual unidentified impurity /
EnuHudRas
HeUOEHTUBULIMPOBaHHAA MpUMack

Total impurities/
Beero npymecen

max. 0.5 %, related to the content < D04 % / < 004 %

of oxymetazoline hydrochioride /
maxc. 0,5 %, OTHOCUTENBLHO ConepXanua
OKCUMETA30MINHE rMapdxnopnaia

max, 0.1 %, related to the content

of oxymetazoline hydrochloride /

maxc 0,1 %, OTHOCATENBHO CORSKaHNA
OKCUMETA30NTUHA rMapoxnopuaa

<01%/<0,1%

max, 1.2 % / maxc.1,2 % <01%/<01%

Microbiai purity / MukpoGuonorsueckas yuetoTa:

Total viable aerobic counts

{conforms to sum of TAMC and TYMC) / maxc. 10> KOEiMn

OBLLMe KOMUYECTEA KUIHECNOCOBHBIX

aspobos (cooTeeTcTBYET CyMMe TAMC

[OMHY(A) - OBwee uncno aapoBHeIX
MWKPOOPraHKMamos] n TYMC

0 cful ml/
0 KOE/ Mn

max. 10?2 cful mi/

[oBiiee konuuecTso ApoXskeli/nnecHeswx rpubos])

Merck KGaA & Co. Werk Spittal . dsterreicn

Hisslgasse 20 « 9800 Spittal/Drau
Telefon  +43 (0) 47 62/51 51-0
Telefax +43 (0) 47 62/51 31-22
www, merck-spittal.at
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Kommanditgesellschaft auf Aktien & Co, Werk Spitta
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt - FN 1687592

DVR 0939196

UID-Nr, ATU 43740706




MNMERRCK

Date / faT2 16.01.2017
CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTUSA

3.02633.0252 Nasivin Sensitive metered nasal spray 22,5
Russia / Poccus mcg/dose / ‘
Hazneur CeHCUTHB Cnpel HasanbHbiA
[o3npoBaHHbii 22,5 mxr/no3sy

BATCH / TIAPTUA Date of manufacture: / 06.12.2017
9vVo590t [aTa w3aroToenNeHus:
Expiry date: / 05.12.2020

CpOK rogHocTH:

ANALYTICAL DATA/

AHANUTUYECKUE OJAHHDBIE

Specification / Creimcukaums Results / PesynsTaThs
Test for specified microorganisms /
TecT Ha cheuuduLuupoBaHHLIg
MUKROOPraHWaMb!
Enterobacteria and certain other max.10' cfu/ mt/ 0 efu/ mt/
gram-negative bacteria / maks. 107 KOEMn 0 KOE/mn
OurepoBakTepwu U onpeaeneHHele
ADYTvE rpamMoTpuuaTeneHole Gakrepsu
Pseudomonas aeruginosa in 1.0 mi/ Absence f conforms
JCuHernoiran nanodxa s 1,0 Mn oToyrcTBNE : COOTBETCTBYET
Staphylococcus aureus in 1.0 ml/ Absence / conforms {
30noTUGTLLR cTathdwnoxkok B 1,0 MR OTCYTCTBUE ¢OOTBETCTBYET

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European
guide to good manufacturing practice for mediginal products. / [laHHbIM CBUABTRNLCTBYIO, YTO AaHHAA naprus
NPOBEPEHA B COOTBETCTRNYA C PASPELIEHNEM HE MADKETUHT v EBPOMeRtkuM PYROBOACTEOM MO Hagnexaen
NPOVIBOACTBEHHOMW NPAKTUKE ANK NeKapCTBEHHbLIX NPOAYKTOB,

16 JAN 2018 0 (,_\j\/ﬁ L lal )(//

Manuela Hohenwarter/Manysna XoeHpapTep
Qualified person / kBann@HUMPOBANNLIA CrIeUHATHCT
Release office / oTHERA paspetieHHs
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