SOFARTMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NMPOOYKTA

rmPRc.).DUCT / ﬁPOﬂy-}iT:A“r\lasivin Nasal_brbpisitr);ori %wl.?.uvsﬂsia / Ha3auBuH® kannu HasanbHble 0,01% Poccus /
| ARTICLE CODE / BHYTPEHHWI KO MPOOYKTA: 704530 BATCH Ne / MAPTUSA Ne /: 10881
| MANUFACTURE DATE: ! OATA U3rOTOBNEHUS: 06/2021 C.A/CEPTUOUKAT AHATTU3A: 3169/21 ‘

| ANALYTICAL PROC. N°: / TPOTOKON AHATM3A Ne: SRAS-OWACNM.3 EXP. / CPOK FOQHOGTY: 06/2024

TANALYTICAL REFERENGE 7 PE®EPEHTHbIN UCTOYHUK METOLOB AHANN3A: Normative documentation / HopmaTtusHas |

AokymeHTaums 1 NO12964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / nam. Ne 1 oT 01.02.2019, uam. Ne 2 |
_07128.10.2019) |

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO MPOOYKTA KIMUEHTA: 3.02363.0255

S

TESTS SPECIFICATIONS RESULTS
MNokazatenu Cneuundmkauyuu PesynbTaThl
} Description/ Onucanue Transparent or almost transparent, from a nearly Complies /
‘ colorless to slightly yellow solution / Mpo3padHbIin Cootercrayer

WNU NOYTY NPO3PayHBbIi, OT NOYTH GecUBETHOTO 40
cnabo xenToro useTa pacTeop.

Identity/ NoanuHHocTb
Oxymetazoline hydrochloride /

The retention time of the main peak on the
OkcumeTasonuua ruapoxnopun

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 /
Bpema  ygepxusaHus  ocHOBHOMO nuka Ha - o
XpOMaTOrpamMme NCMLITYEMOro PacTBopa AOMKHO Cootpetcrayer
COOTBETCTBOBATH BpEMEHN YAEPXUBaHUS
OCHOBHOIO nuka Ha Xpomartorpamme
CTaH4apTHOro pacTeopa oKCUMETa3onMHa
rmapoxnopuga, nonyyYeHHon npu KonnYecTBEHHOM
onpenerneHuu.

Benzalkonium Chloride / The retention time of the main peak on the
BeHsankoHus xnopug chromatogram of test solution should comply with
the retention time of the main peak on the o
chromatogram of Benzalkonium Chloride standard Complies /

solution obtained in Assay method / Coorsercreyer
Bpems  ynepxusaHws  ocHoBHOrO nuka  Ha
Xpomarorpamme UCNbITYEMOro pacTBopa AOSIKHO
COOTBETCTBOBATHL BpeMeHu YAEepKUBaHUA
OCHOBHOI0 nvka Ha Xpomarorpamme
CTaHAapTHOro pacteopa GeHsankoHus xnopwaa,
1 ) MONY4EHHOM NPY KONWYECTBEHHOM OrpeaeneHuu.

Complies /

Clarity / Npo3payHocTk The solution should be transparent or the

opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH  BbiTh npospayuHbiM  Unu
WHTEHCUBHOCTL  OnanecueHuMn He  [OMKHa

NpeéBbIWaTh onanecuerLnn aTanoHHo N CycneHaumn
l.

Complies /
Coorsercrpyer
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ARTICLE CODE / BHYTPEHHWI KOf NMPOOYKTA: 704530 BATCH N2 / MAPTUA Ne /: 10881 <
MANUFACTURE DATE: / JATA U3rOTOBIEHUSA: 06/2021 C.A/CEPTU®UKAT AHANMUIA: 3169/21
| ANALYTICAL PROC. N°: / MPOTOKO/T AHATTU3A Ne: SRAS-OWACNM.3 EXP./ CPOKIOOHOCTW: 06/2024

' ANALYTICAL REFERENCE / PEGEPEHTHBI MCTOYHUK METOOOB AHAMNWU3A: Normative documentation / HopmaTusHas
| AokymeHTaLms 1 NO12964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / uam. Ne 1 oT 01 .02.2019, nam. Ne 2
| 0T 28.10.2019)

SOFARIMEX
INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAOYKTA

‘PRODUC‘I:VI NPOJYKT: Nasivin Nasal Dropé 0.01 % Russia /“HaSMBVIH® Kannv HasanbHble 0,01% Poccus /

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOf NPOAYKTA KIMEHTA: 3.02363.0255

TESTS SPECIFICATIONS RESULTS
[MokasaTtenu Cneuudukaumm PesynbTarthl
Color of solution / LiBeTHocTb The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | VIHTEHCMBHOCTb OKpacku npenapaTa He Complies /
AOMKHA  MpeBbIlWaTh  WHTEHCUBHOCTL  OKPacKu CooTBeTctayeT

aTanoHHoro pacteopa Y7

Relative density (d 20/20) / OtHocuTenbHRasn From 1.006 to 1.010/ Ot 1,006 go 1,010 1.008
nnoTHocTk /d 20/20)

pH From55t06.5/015,57006,5 5.9
Osmolality / OcmonsnebHocTb From 270 to 330 mOsmol/kg / Ot 270 po 330 278
mMOcmonb/kr
Filling volume / U3Bnekaembiii 06bem Not less than nominal / He MeHee HOMUHANBHOTO Complies /
CooTteeTcTByeT

Related substances / PogcteeHHble npumecu

Impurity A / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Quantification Limit
Impurity ZP-1/ Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Quantification Limit
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 %

< Quantification Limit
HEWAEHTUDMLMPOBAHHAsA NPUMECH

l'otal impurities/ cymma scex npumeceht Not more than 1.2 % / He 6onee 1,2 % < Quantification Limit

Assay /| KonuyectBeHHoe onpeneneHue

Oxymetazoline hydrochloride / 95 — 105 pg/ml / 95 — 105 mkr/mn 100
OkcumeTasonuHa ruapoxnopua
Benzalkonium chloride / BeHaankoHws 45 — 55 pg/ml / 45 — 55 mkr/mn 45
rnapoxnopua
\
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOIO MPOOYKTA

;PRODUCT/nPo,uyKT: Nasivin Nasal Drops 0.01 % Russia / HaaneBuH® kannu HasanbHbie 0,01% Poccus /
AR ' BATCH Ne / MAPTUS Ne /: 10881
MANUFACTURE DATE: / IATA U3rOTOBNEHUS: 06/2021 C.A/ CEPTU®UKAT AHATU3A: 3169/21
| ANALYTICAL PROC. N°: / IPOTOKO AHATM3A Ne: SRAS-OWACNM 3 EXP. / CPOK FO[IHOCTW: 06/2024

ANALYTICAL REFERENCE / PEGEPEHTHbIN UCTOYRUK METONOB AHANN3A: Normaive documentation / HopmatusHas |

AokymeHTauma M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / nam. Ne 1 ot 01.02.2019, nam. Ne 2 |
01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO MPOAYKTA KITMEHTA: 3.02363.0255

ARTICLE CODE / BHYTPEHHWUI KOQ, FIPO,L'lYKTA: 704530

TESTS SPECIFICATIONS RESULTS
fMoka3sartenu Cneundukaymu PesynbTaThl
Microbial purity / Mukpo6uonoruueckas
yucrora
Total aerobic microbial count (TAMC)/ Not more than 102 CFU/ml/ <1CFU/ml
Obujee 4ucno aapobHbix BakTepuit He Gonee 10° KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml/ <1CFU/mil

(TYMC) / ObLLyee KoNM4YecTBO APONOKEBbIX U
nnecHesblx rpnbos

Pseudomonas aeruginosa

Staphylococcus aureus

Absence in 1 ml/ OtcytcTeure B 1 mn

He 6onee 10" KOE/mn

Absence in 1 ml/ OrcytcTeune B 1 Mn

Absent/ml / Oteyrcraytor

Absent/ml / OtcytcTayioT

| Package / Ynakoska 5 mlin amber glass vial with cap-pipette. 1 vial and Complies /
a patient information leaflet in a carton. / no 5 mn CooTteeTtcrayer
BO (hNaKOH TEMHOTO CTEKNa C KpbILUKOW-NUNETKON,
1 (nakoH ¢ WHCTPYKUMEN MO NpUMEHeHWIo
_____ NMOMELLIAIOT B KAPTOHHYIO Navky. - ]
Labeling / Mapkuposka According to ND / B coorseTctauu ¢ HL Complies /
S | = CooTsetcreyer
Storage / XpaHenue: At temperature below 25°C. / Mpu TemnepaType He sbiwe 25°C.
Shelf life / Cpok roaHocti: 3 years / 3 roga

| REMARKS / Mpumeyanue:

| The Product conforms to ND/
f MpopykT cooTBETCTBYET Tpebosannam HJ
( BATCH REMARKS / MNpumevanue ans cepuu:

Hereby | certify that this lot has been tested in accordance with the marketing authorization and the European guide to

good manufacturing practice for medicinal products. / HanHbiM cBUAETENLCTBYIO, YTO AaHHas napTus npoBepeHa B

COOTBETCTBMN C pa3spelleHMeM Ha MapkeTuHr W EBponeiickuM pykOBOACTBOM Mo Haanexaiuei NPOW3BOACTBEHHON

npaxkTuke ans NEeKapCrBeHtblX nponyca'oa.
| ANALIST / AHanuTuk:

; | DECISION / 3aknioveHue: "/\\ng Gdu et
E Miguel Rocha DATE / Oara: rs { &q/f Y / )}

Catia Lampreia QUALIFIED PERSON / OTBeTcTBeHHOE NULO: \/ ',i ‘
S _ R . e Wi
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