JEKJTAPAIIAS O COOTBETCTBIMN

AEKJIAPAHT, IIPPIHPIMAIOU.IHF[ AEKJAPAITHIO O COOTBETCTBHH

OO0 "[AP. PEITHC JIABOPATOPHC"

3apesucmpuposano : Hrcnexyus Munucmepcmea PP no nanozam u cbopam Ne7 no Llenmpansromy adm.
oxpyey 2 Macxewr OFPH 1037707013838 om 05.04.2003

Adpec: 115035, 2. Mockea, Osvunnuxosckan nab., 4. 20, emp. 1. Tenegpon: 87495)644-37-78.

B miye:lenepansrozo dupexmopa Kxaudensan Ipauwanm

Hosepennoe auo: Qamuii A B, Qosepentocms Nel om 28.04.2018z.

3ASABJIAET, YTO -

AeKapcmeennoe cpedemen: Hazusun kanmu rHazanvuovie 0.05% 10 ma Praxoubl ¢ KpbiKOT-NUREeMKOT (1),
navkw kapmaonnsie, PY No T NO12964/01 om 21. 05.2007 (0ama samens: PY 25.10.201 7) svidaro Mepx
Seasbemmeduramuon Im6X, cepus 252670, napmua 96320 ynaxosox, coden oo 01 06.2021, npouzsodcmea A
Mepr KI'aA, Tepmanus, Dpanxgypmep Limpacee 250,64293 Hapmumadm, xod OKITA2 21.20.10.251, xod TH 3
B3/ 3004900002, Kbumpaxm Ne DRL 03/2017 om 07.02.2017, unsoiic Ne 185024594 om 27.08 2018

- COOTBETCTBYET TPEEOBAHWSIM

i7 .’\/()12964/0]-—2510] 7

JAEKJIIAPALLMSA IPHHSITA HA OCHOBAHHUH

NPOMOKon ucnotmanuti Ne 29576 om [2.09.2018 Habopamopuwrii yenmp OO0 "LUKK GHI]", ammecmam
axkpedumanuu POCC RU.0001.21PK75, Cepmughuxam POCC DE.®DMIS.C64962 om 19.09.2018

JATA IPUHSTHSA NEKJTAPALMH 20.09.20/8
PARSLIENCTBUTEILHA 10 07.06.202/
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CBEJEHUSI O PETUC TPALINN

OPTAH 1O CEPTH@HKAHHH, 3APETHCTPUPOBABUIUI AEKJIAPAIIAIO

POCC RU.0001.11MI3 OPIAH ITO CEPTHCDHKAHHHHPO,HYKHHH OBL[ECTBO C
OFPAHHYEHHOH OTBETCTBEHHOCT, bIO "OKPY)KHOHW IEHTP KOHTPOJIS KA YECTBA"
aopec opzanuzayuu. 115280, & Mocxea, yn. Macmeprosa, 0. 4, am. S, nom. I xom. 1., adpec opzana no

- cepmugpurayuu: 143581, Mockoscxas obracms, Hempuncuii pation, dep. Jlewxoaso, 3. 248, cmp. I, men.:

i

(495)640-96-69, (495)787-92-78 6ef-caiim: OYKK. peh,
AEKJTAPAUWS O CCOTBETCTBUM SAPETUCTPUPOBAHA M POCC RU 1-DE.®M15.4.01089/18
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CERTIFICATE OF ANALYSIS

3.02360.0253 Product:

Batch number:
Homep napruu:
Manufacturing date:
Hara nipowssopcTsa:
Expiry date:

Cpox rogroctu:
Release date:

Hara BhITiycKa:

IMpomykr:

CEPTHO®HKAT AHAJIMH3A

Nasivin nasal drops 0.05% (10 mL)

Hasweun kanam nasansusie 0,05% (10 M)

252670
06/2018
06/2021

10.08.2018

Parameter Specification Results
[Mapamerp Crneunndmxaums PezynpraTh
Description Almost transparent solution from almost colorless
Omucanne (1) to weak vellow color (@8]
TIIOYTH NPO3pavyHBI{ PACTBOP OT NOYTH !
GecuBeTHOrO 110 CNA60 KenToro nBeTa
Clarity | Not more opalescent than purified
[Ipospagnocts water/Reference suspension 1, acc. to Ph. Eur. conforms
‘ He Bonee ONANECUHPYIOIHH, YeM OUMIIEeHHAS COOTBETCTRYET
: BoIa/ITaNOHHAd cycnensus [, B coors, ¢ Ph. Eur,
Color of solution Not more colored than color Reference solution
: Y7/purified water, acc. to Ph. Fur. color;

LJ;BeTHoc-ri;. pacTeopa

He Bontee OKpalueHHEIH, YeM DTanoHuRH pacTeop
UBETHOCTH Y 7/04HIIEHHAS BOMA, B COOTE. ¢ Ph.
Eur.

IBETHOCTE: < Y7

Identity;
[oxnunuocTs:!
Oxymetazoline
_ hydrochloride
OKCHMETA30NHHA
CHAPOXJIOPHT
(HPLC/BDXX)

The retention time of the major peak in the
chromatogram of the test solution corresponds to
that in the chromatogram of Oxymetazoline
hydrochloride reference solution

BpeMs YOSDIKHBAHHA OCHOBHOTO ITHKA HA
XPOMATOrpaMMe HCIBITYEMOr0 PacTBOpa
COOTBETCTBYET BPEMEHH YIEPKHUBAHKS OCHORHOTO
TiHIa Ha XpoMaTorpaMMe CTaHIapTHOTO pacTeopa
OKCHMETAa30/IMEE MHAPOXIOPH I

conforms
COOTBETCTBYET




3.02360.0253 Nasivin nasal drops 0.05% (10 mL)
‘ Hasuenn kaniu Hazansnoie 0,05% (10 mu1)

Batch number:
Homep naprun: 252670

Benzalkonium chloride | The retention time of the major peak in the
chromatogram of the test solution corresponds to | conforms
Oensankonya that in the chromatogram of Benzalkonium COOTBETCTRYET
XJopus chloride reference solution

(HPLC/BOXX) | Bpems yNepiuBaHHS OCHOBHOIO IHKa Ha

XpOMAaTorpaMme UCIBITYEMOI0 PACTROPA
COCTBETCTBYET BPEMEHH YACPKHBAHHS OCHORHOIC
ITHKa HA XPOMaTOTpaMMe CTaHAAPTHOIO PACTBOPA
OeH3aNKOHAS XI0pHIA

Relative density d20/20 1.006 — 1.010 1,007
OrrocuTenskas 1,006 - 1,010 1,607
noTHoCTh 420/20
Filling volume Not less than 10 mL 10.2 mL
; Ob6pem HamonHeHUA He meHee 10 M 10,2 Mn
pH ‘ 5.5-6.5 5.6
b ‘ 5,5-6,5 5,9
: Osmolality 270 — 330 mosm/kg 285 mosmvkg
OcmonmanspaocTs 270 — 330 mocm/xr 285 mocMm/kr
Conepxanne:
Oxymetazoline
hydrochloride 462.5 — 525 ug/mlL 507 pg/mi,
OKCHUMeTa30NuEa 462,5 — 525 MKr/™MI 507 mir/vo
THOPOXJIOPHN 3t
Benzalkonium chloride
: 40 — 55 ug/mlL 50 ug/ml, j
Oen3amKonus Xmopun 40 — 55 mxr/mMn 50 MKr/mn '
Chemical purity:
Xummaeckas yucToTa!
Specified degradation
products 2,6-dimethy1-3-hydroxy—4-tert-buty1-phenylacetic
YCTAaHOBIEHHEIE acid ethylene diamine monoamide (hydrolysis
~ NPOAYKTH! pacnana product or oxymetazoline related substance [V):

. ' Hydrolysis product 2, 6-;.[HM6TH:I~3-runpoxcn-4-Tpcr-6ymnd)el—mn— ]

TIPORYKT MHAPOTH3a YKCYCHOH KHCITOTBI 3THIICH AHAMHE MOHOAMHUJT '
(TPOYKT rHOPONH3a MITH OKCHMETA30MHHA
POACTBEHHOE BemecTBO [V):

not more than 2.0% 0.0%
ne Bomee 2,0% 0,0%
ZP—1 6-tert-butyl-3-(4,5-dihydro-2-imidazolyl-methyl)-
‘ 4-hydroxy-2,4-dimethyl-2,5-cyclohexadiene-1-on
(ZP-1)

6-TpeT-6yTHN-3-(4, 5-AMIrHAPO-2-HMHIAZ0 M-
METHIT)-4-THAPOKCH-2, 4-nuMeTH-2, 5-
UHKIIOreKcaueH-1-ou (ZP - 1):

not more than 1.5% 0.0%
He Donee 1,5% 0,0%
Merck KGaA, Frankfurter Strasse 250, 64293 Darmstadt, Germanv; (+49 6151 72-0) P.20f3

_MepR' KTaA, ®pankdyprep Ultpacce, 250, 64293 Rapmwrraar, Tepmanun: (+49 6151 72-0} Ctp. 2133




3.02360.0253 Nasivin nasal drops 0.05% {10 mL)
|

. M ARRODN

- Homep naprun: 252670
Unidentifted
degradation products
HEMNCHTHQUIIHPO-
BaHHBIE MPOAYKTE]
pacnaga
Largest single peak Single unidentified impurity:
HaunSonsmit Eminnanas HeHACH THOHMIHPOBaHHAN NPHMECE:
OTAENBHBIH [THK not more than 1.0% <0.1%
‘ He Botee 1,0% <0,1%
Total,degradation
products The sumn of al] impurities:
Cymma Bcex nponyxros Cymma Becex nmpamecei:
pacnana, not more than 4.9% 0.0%
: He Bonee 4,9% 0,0%
Microbiological purity max. acceptable count: 200 TAMC
MukpoGronornueckas -{total aerobic microbial count) 0 CFU/mL
YHCTOTA . Maxe. nonycrumoe snasenne: 200 TAMC 0 KOE/Mn

(obiee konmmuectso a3pobHEBIX
MHKPOOpPranusmos (OMUY(A))
max. acceptable count: 20 TYMC
(total combined yeast/mold count) 0 CFU/mL
Maxc. nonycTHMOE 3HaYeHMe: 20 TYMC (obutee | 0 KOG/ /wr

KOITHMYECTBO APONOKEIT U ILTeCHEBLIX rpu6og)
Absence of Pseudomonas aeruginosa and
Staphylococeus aureus per mlL

Ortcyrerrue Pseudomonas agruginosa u conforms
Staphylococcus aureus ma M COOTBETCTRYET

(1) The test is included in the Russian specification of the medicinal product, but it is not
included in the Merck Selbstmedikation GmbH, Darmstadt, Germany, release and shelf-
life specifications. For that reason, the test is not included in the certificate of analysis of
the finished product manufactured by Merck KGaA. Darmstadt,

JaHHEHE TeeT Brmouéy B DYCCKYIO CHEUHPHKALNIO TeKapCTBEHHONO fipenapara, Ho He
BIIIIOYCH B cneumduKalum npy BRIITYCKE W HA CPOK XPAHEHKS KOMIaHKY Mepx
3ensbeTMe MuKaTHOH I'™M6X, Dapmurrant, I epmanmst. Ilo aTolt mpuumsae Tect He BrIOYEH
B CEPTHONKAT aHanH3a KoHeYHoro TpONYKTa, MPOM3BOANMOTO Mepk K1 '2A, Hapmirrapr,

Hereby I certify that this lot has been tested in accordance with the marketing authorisation and
the European guide to pood manufacturing practice for medical products,

Hacrosmu;w TOATBEPKNAKO, YTO NaHHAR UapTHA Gbila TIPOTCCTHPOBAHA B COOTBETCTBHH C
PETHCTPAIHONHEIM YHOCTOBEPEHHEM ¥ eBpomelckum PYKOBOACTBOM 110 HaTeXammeh
[IPOH3BOACTBEHHOM NpaKTHKe (GMP) ana JICKAPCTREHHEIX CPECTB.

Qa—t!!lﬂm 15, AUG. 2019 ‘_T_—"“:,
i e

Hata / nogmucy:
Dr. Thema

Merck KGaA, Frankfurter Strasse 250, 64293 Darmstadt, Germany: (+49 6151 72-0) P, 30of3
Mepk KTaA, Dpaukpyprep W Tpacce, 250, 64293 Hapmwranr, Fepmanna: (+49 6151 72-0) Crp.3m3
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