TEKJTAPALIAS O COOTBETCTBHH

\ JNEKJIAPAHT, NPUHUMATOIIMNA TEKJIAPATIHIO O COOTBETCTBHUHA
00O "IP. PEJJH C IABOPATOPHC"

3apezucmpuposano :-Hucnexyus Munucmepemea PO no nanozam u cbopam Ne7 no Lenmpansnomy aom.
oxpyay e Mockewr OT'PH 1037707013838 om 05.04.2003

Adpec: 115035, 2. Mockea, O8uuHHUKOGCKAA uab., 0. 20, cmp. 1. Teaegon: 8(495)644-37-78.

B nuye :lenepaitvHO20 OUpEKMOPA Kxanoensan Ipawanm

] Hosepennoe nuyo. Hamuid A.B., dosepennocme Nel om 28. 04.2018z2.

s BAABJSIET, UTO
rexapemeenoe cpedcmeo, Hasugun kannu Ha3arbHbLe 0.025% 10 mn, paaronsl ¢ Kkpwruros-nunemxou (1),

nawxu xapmonnvie, PY Ne I N012964/01 om 21.05.2007 (dama 3amenst PY 25, 10.2017) swidano Mepx
3enpBemmeduxamuon TmbX, cepua 81018, napmus 91230 ynaxosox, eodeH 00 01.07.2021, npoussodcmea
Cogpapumexc - Hndycmpusa Kumuxa 2 Qapmacysmuxa, C.A., [Topmyzanus, Agenio Jac Hnoacmpuac - Aiemo
do Konapude Kacem, 2735.213, ko0 OKITH2 21.20.10.251, xo0 TH B3J 3604900002, xonmpaxm No DRL
0372017 om 07.02.2017, uneodic Ne 185024784 om 21.09.2018

N

COOTBETCTBYET TPEBOBAHUAM

7T N0I2964/01-251017

JIEKJTAPAITHUSI IPHHSATA HA OCHOBAHHUH

nPOMOKOA ucnoimanuii N 34044 om 12.10.2018 Jabopamopnbiti yeHmp 000 "HKK QHI[", ammecmam
axxpedumayuy POCC RU.0001.21PK75, Cepmudgpuxam POCC PT.OMIS5.C66508 om 12.10.2018

ATA IIPHHATUS JEKJTAPALINHA /5. 10.2018
ENCTBUTEJIBHA O 01.07.202]

M1 P
E s Py Jaruit A.B.

-

OPT'AH 110 CEPTHUOGHUKAITAHA, 3APEIrMICTPHPOBABII I JEKJIAPAIINIO

1 POCC RU.0001.11®MI15 OPIAH HO CEPTHOHKALHH ITPONYKUHH OFHTECTBO C
OTPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPYVIKHOH [[EHTP KOHTPOJI KAHECTBA",

adpec opeanusayuu. 115280, 2. Mocxea, ya. Macmeproea, 0. 4, am. 3, nom. I xom. 1., adpec opzana no
cepmudpuxayuu: 143581, Mocxkosckan obnacms, Hoempuncrutl pation, dep. Jlewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 geb-catim: oyKe. peh.

I[EK.JTAPA’II,HH O COOTBETCTBHM 3APETAICTPHPOBAHA N POCC RU Q-PT.@MI5.A.02796/18
JATAPEIUCTP

. {/ 5 3aperropekan HLA.
. opaai no TIOANHCH Pykosomutens OC

Cedpmiughidii




SOFARIMEX

INDOSTRIA QUIMICA E FARMACEUITICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A MOTOBOIC NPOOYKTA

PRODUCT f NIPOOYKT: Nasivin Nasal Props 0.025 % Russia / HasusuH® Kannu HasanbHble 0,025% Poceus /.

ARTICLE CODE [ BHYTPEHHWUI KOZ NPOLYKTA: 704531

BATCH Ne [ NAPTHUA Ne /: 810138

MANUFACTURE DATE: / OATA W3roTOBAEHWA: 07/2018

C.A [ CEPTUGUKAT AHATIU3A: 4428/18

ANALYTICAL PROC. N°: / MPOTOKOI AHATN3A Ne: SRAS-OWACRV.2

EXP./CPOK rQAHOCTW: 07/2021

ANALYTICAL REFERENCE / PEQEPEHTHGIA UCTOYHUK METOAOB AHATTU3A: Client File / focke knueHTa

TESTS
NokasaTtenw

SPECIFICATIONS
Crneyuchukaumn

RESULTS
PesynbTaTh!

s¢ription/ Onucanune

[

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpospavHsil
WAV NOYTH NPO3PAYHLIRA, OT NouTy BecuseTHOro 40
cnabo wenToro LUseTa pacTeop.

Complies / CooTBeTCTRYET

Identity

Oxymetazoline hydrochloride / TIoAnMHHOCTE
CKCUMETA3ONUHE FHapoOXopuaa

»

Benzalkonium Chloride /
BeH3ankoHUs Xnopug

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
BpeMs YOepXKUBaHWA OCHOBHOTO RWka Ha
XPOMEATOrPAMME UCNBITYEMOTO PACTBOPA SOSIKHO
COOTBETCTEOBATL BpEMEHN YAeQKABAHUS
OCHOBHOID nuKa Ha XpOMATOrpaMME
CTanARPTHOMD pacTeOpa oxcuMeTazonuHa
rUAPOXNOPUAR, RONYHRHRON NPV KONUYECTBEHHOM
onpejenexiu,

The retention time of the main peak on the
chromatogram of test solution shouid comply with
the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpemst VOEDMMBAHUA OCHOBHOTO NUKEa Ha
XPOMATOIPAMME UCTILITYEMOrO PACTBOPa OOMMKHO
COOTBETCTBOBATS BPEMEHK yABERUBAHUSA
OCHOBHOTO nuka Ha xpoMartorpamme
CTaHAapTHOro pacraopa beHsankoHua xropuia,
MONYHEHHOW NPy KONWYECTBEHHOM ONPEAENTeHAM,

Complies { CooTReTCTBYET

Clarity / NMpo3payHoCcTs

The solution should be transparent or the
opalescence intensity should not exceed the
opatescence of the reference suspension | [/
Pactsop pomxer GbiTe  Npo3apaqHbiM - vinu
VHTEHCWBHOCTE  ORanecUeHuMM He  JOrmKKa
NpesbilaTh OnanecLeHUMN aTaNoHHON CyCneHavk
.

Complies / CooTBeTCTRYET
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SOFARIMEX

INDOSTRIA GUINICA E FARMACEUTICA, A,

FINISHED PRODUGT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTN3A rOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBUH® kanny HazanbHble 0,025% Pocewua !

ARTICLE CODE / BEYTPEHHWHA KOO NPOOYKTA: 704531

BATCH Ne / TTAPTWA Ne /: 81018

MANUFACTURE DATE: / OATA W3IQTCBNEHWA: 07/2018

C.A [ CEPTUO®UWKAT AHATNW3A: 4428/18

ANALYTICAL PROG. N°: / AIPOTOKOMN AHAJTU3A Ne: SRAS-SWACRV.2

EXP./ CPOK MOAAIHOCTH: 07/2021

ANALYTICAL REFERENCE / PEQEPEHTHBIA MCTOYHUK METOOOB AHAFMM3A: Client File / Jocke knuenta

TESTS
MokasaTenu

SPECIFICATIONS
Crneuudukauunn

RESULTS
Pe3yneTaTkl

for of solution / LiBeTHoGTE

o

The color intensity of the product should not
exceed the color intensity of the referencea solution
Y7 | VIHTeHCUBHOCTL OKPacku npenapara He
oconxHa npesswuarth UHTEHCHBHOCTE OKpacKu
aranowsoro pacteopa Y7

Compligs / CooTaeTcTeYyeT

Relative density {d 20/20) / OTHocuTeneHas From 1.006 to 1.010 / OT 1,008 ao 1,010 1,008
nnoTHocTe id 20/20)

pH From55t 65/075528065 5.9
Osmolality / OcMonNAnLHOCTL From 270 to 330 mOsmol/ kg / Or 270 go 330 280

?

mMOCMOonb/Kr

Filling velume [ Masnexaembi¥ obtem

Not less than nominal / He MeHee HOMWHANBHOID

Complies / CooTRETCTBYET

~alated substances /| PogcTeeHHble NpUMecH

Impurity A / Npumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EquHu4HaR
. HeupeHTuthvyMpoBaHHas npuMecs

Total impurities/ cymma ecex npumecei

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Deatection Limit

< Detection Limit

< Detection Limit

Assay / KonuvecteenHoeg anpepneneHre

Oxymetazoline hydrochloride /
OxeUMeTa30NMHA MMAROXNIOPUA, -

Benzalkonium chioride / BeHsankokus
fUAPOXNOpPIE,

237.5-262.5 ug/ml / 237.5 ~ 262.5 mxr/mn

45 — 55 ug/ml 45 — 58 mrr/mn

2464

47

2/3

IMP.5.0




SOF%EX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINUIA TOTOBOIO NPOOYKTA

PRODUGT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasMeuH® Kannu HaszanbHeule 0,025% Pocens |/

ARTICLE CODE / BHYTPEHHUNA KOO NPOLYKTA: 704531 BATCH Ne /[TAPTUSA Ne /: 81018
MANUFACTURE DATE: / OATA U3rOTOBNEMWWKA: 07/2018 C.A [ CEPTUOUKAT AHANW3A: 4428/18
ANALYTICAL PROC, N° / NPOTOKO!T AHANK3A Ne: SRAS-WACRV.2 EXP./ CPOK FOgHOCTU: 07/2021

ANALYTICAL REFERENCE ! PEQEPEHTHbLIA UCTOYHUK METOLOB AHATMU3A: Client File / Docwse knuenTa

TESTS SPECIFICATIONS RESULTS
NMokasaTenu Cneyudukaiium PeaynbTarhki

Microbial purity / MukpoBuaonora4yeckan
roTa
Total aerchic microblal count (TAMC) /

Not more than 102 CFU / ml / <1 UFC/ml
OSuwee wucno aspobrkix BaxTepui

He Bonee 102 KOE/mn

Total combined yeast and molds count Not more than 101 GFU fmi/ <1 UFC/ mi
(TYMC) / OBulee KOMMHECTBO APOHOKEBbLIX ¢ 1

! nnecwerbix rpubos MHe Bonee 10! KOE/mn
Pseudomonas aeruginosa Absence In 1 ml/ Oveytetene B 1 Mn Absent / OTCYTCTBYIOT
Staphylococcus aureus Absence in 1 ml/ OrcyteTave B 1 Mn Absent / OTCYTCTBYIOT

]

REMARKS / MpumedaHue:

| e TCH REMARKS / Mpumevarve ansa cepuu:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / BanneiM cBvMaeTENLCTBYI0, YTO [aHHEA NapTus NposepeHxa B

» COOTBETCTBUW C Pa3sPELUEHUEM Ha MAPKETUHT U EBPONefcKAM PYKOBOACTECM NC HaAnexallen NporIBoACTBEHHOM
npaKTuke AN NeKapCTBEHHbLIX NPOAYKTOB.

el
Cu_Ausg [ AnanuTtuk: DECISION / 3akmouenue: Wit 4 .
iviana Gongalves DATE / fata: a‘ZWO@ 201 czﬁr\ﬂ
M. Inés Ribeiro QUALIFIED PERSON / OTBercTBeHHO® ruLo: Vera Freire
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