SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HasauBuH® kannu HazanbHble 0,01% Poccusn /

ARTICLE CODE / BHYTPEHHUM KOA NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 11393
MANUFACTURE DATE: / ATA U3rOTOBINEHWUA: 10/2021 C.A/ CEPTU®UKAT AHAIU3A: 5874/21
ANALYTICAL PROC. N°: / NIPOTOKOIT AHAINU3A Ne: SRAS-9WACNM.3 EXP./ CPOK FrOOHOCTH: 10/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAJIMU3A: Normative documentation / HopmaTuBHas

aokymenTtauus M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / uam. Ne 1 o1 01.02.2019, nam. Ne 2
0T 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO MPOAYKTA KIUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MNoka3artenu Cneuuduxauuu Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly C lies /
colorless to slightly yellow solution / NpoapayHbii OMples
WInW NOYTU NPO3payHbIi, OT NoYTH GecLBETHOMO 40 CootserctyeT

cnabo XenToro ysera pacTeop.

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /

The retention time of the main peak on the
OxkcumeTasonuHa rugpoxnopug

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 ynepxuBaHUs OCHOBHOMO MuKa Ha
XpomaTorpamMme UCMbITYEMOrO pacTsopa AOMMKHO
COOTBETCTBOBATbL BpeMeH! yAepXKuBaHus
OCHOBHOIO nuka Ha Xxpomartorpamme
CTaHAapPTHOro pactBopa OKCUMeTa30NMHa
rMApPOXNOPUAE, NOMYYEHHOM NPU KONUYECTBEHHOM
onpeaeneHwu.

Complies /
CootBeTcTBYET

Benzalkonium Chloride / The retention time of the main peak on the )
BeH3ankoHus xnopua chromatogram of test solution should comply with Complies /
the retention time of the main peak on the CootsercTByeT
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpema  yOepXvBaHMS OCHOBHOMO MuKa Ha
XpomartorpaMme UCMbITYeMoro pacTeopa A0MKHO
COOTBETCTBOBATbL BpEMEHN YAEPKUBaHUS
OCHOBHOIO nuka Ha xpomartorpamme
CTaHAapTHOrO pacteopa GeH3ankoHus xnopuaa,
NoNy4eHHON NpU KONIMYECTBEHHOM OnpeaeneHum.,

Clarity / Mpo3spayHocTb The solution should be transparent or the

opalescence intensity should not exceed the Complies /
opalescence of the reference suspension | /
PactBop pAomxeH ObiTe MApo3payHbIM - WK
MHTEHCUBHOCTE  OManecueHuUMn He AOoMKHa

npeBbillaTh onanecueHUn aTanoHHON CycrneH3um
I

CooTBeTCTBYET
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu HaszanbHbie 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOJ, NPOOYKTA: 704530

BATCH Ne / MAPTUA Ne /: 11393

MANUFACTURE DATE: / AATA U3rOTOBMEHUS: 10/2021

C.A/ CEPTUD®UKAT AHATIU3A: 5874/21

ANALYTICAL PROC. N°: / NIPOTOKOJT AHAJTU3A Ne: SRAS-9WACNM.3

EXP./ CPOK TrOQHOCTW: 10/2024

ot 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbIW MCTOYHUK METOOOB AHAMU3A: Normative documentation / HopmatusHas
AokymenTtauma M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / usm. Ne 1 ot 01.02.2019, nam. Ne 2

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOl NPOAYKTA KNUEHTA: 81725412

—

TESTS SPECIFICATIONS RESULTS
Mokasatenn Cneundmkaumm Pesynbrathl
Color of solution / LBeTHOoCTb The color intensity of the product should not
exceed the color intensity of the reference solution )
Y7 | WIHTEHCVBHOCTL OKpacku npenapata He Complies /
AOMKHa npeBbillaTe WHTEHCUBHOCTb  OKPacky Cootsetcrayet
3TanoHHoro pacTteopa Yz
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 Ao 1,010 1.008
nnotHocTb /d 20/20)
pH From 5.51t06.5/0715,5 no 6,5 5.9
Osmolality / OcmonsanbHocTb From 270 to 330 mOsmol/kg / OT 270 go 330 278
MOcmonb/kr
Filling volume / NU3BnekaembIn oGbem Not less than nominal / He MeHee HOMWHaNLHOMO Complies /
CooTBeTcTBYET
Related substances / PogcTBeHHkIe npuMmech
Impurity A / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTudhUMpoBaHHas NPMMECh
Total impurities/ cymma cex npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay /| KonuuectBeHHOe onpeneneHue
Oxymetazoline hydrochloride / 95 — 105 pg/ml / 95 — 105 mkr/Mn 98
OxkcumeTasonnHa rugpoxnopug,
Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml / 45 — 55 mkr/mn
rmapoxnopva 49
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTA3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOA MPOJYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 11393
MANUFACTURE DATE: / AATA U3rOQTOBNEHUA: 10/2021 C.A/ CEPTUOUKAT AHANWN3A: 5874/21
ANALYTICAL PROC. N° / MTPOTOKOIT AHAJTU3A Ne: SRAS-9WACNM.3 EXP./ CPOK TOOHOCTHU: 10/2024

ANALYTICAL REFERENCE / PE®EPEHTHbBIM UCTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmatusHas
pokymeHTaums M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / uam. Ne 1 o1 01.02.2019, nam. Ne 2
oT1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOAYKTA KIMUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukauyum PesynbTrathl
Microbial purity / Mukpobuonoru4yeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 102 CFU /ml / 1 UFC/mI
. < m
O6uwee yncno aapobHbIx 6akTepui He 6onee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / ObLee Konn4ecTBO APOXCKEBbLIX U 1 <1 UFC/ml
ANecHeBbIX rpv6oB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeme B 1 mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OTtcytcteue B 1 mn Absent/m!
Package / YnakoBka 5 ml in amber glass vial with cap-pipette. 1 vial and
a patient information leaflet in a carton. / no 5 mn Complies /
BO (pnakoH TEMHOrO CTEKNa C KPbILLKON-NUNETKON. Coonaeﬁ-c-rs -
1 dnakoH C VHCTpyKUUEN MO NpPUMEHEHUIO y
NOMELLAIOT B KAPTOHHYIO NauyKy.
Labeling / MapkupoBka According to ND / B cootBetcTeun ¢ HL, Complies /
CootBeTcTByeT

Storage / XpaHeHue: At temperature below 25°C. / lpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / lpumeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeboBaHuam HJ

BATCH REMARKS / MpumevaHue ans cepuu: 4

/

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. / [laHHbIM CBMAETENLCTBYIO, YTO JaHHAsA NapTus NpoBepeHa B
COOTBETCTBUM C paspelleHWemM Ha MapkeTUHr u Esponelickum pyKoBOACTBOM MO Hagnexatleil nNpoussoacTBEHHON
npaKkTUKe Ans NeKapcTBEHHbIX MPOAYKTOB.

ANALIST / AnanvTic: DECISION / 3akntoucnne: /| {' e T
Viviana Gongalves DATE / faTa; ‘_r/ i / &Z( [ /f"
Nofl TncsiRibeins QUALIFIED PERSON / OrBeTcTBEHHOE N0 (| ID);
] I,/
3/3 ,




