SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUIA KOf MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 20321

MANUFACTURE DATE: / AATA U3FOTOBNEHWUA: 03/2022

C.A/ CEPTU®UKAT AHAJTU3A: 1771/22

ANALYTICAL PROC. N°: / TPOTOKOI AHAJTU3A Ne: SRAS-9WACRYV.2

EXP./ CPOK FrOOHOCT!: 03/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANMU3A: Normative documentation / HopmatypHas
AokymenTauus N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, nam, Ne 2

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NMPOAYKTA KIIUEHTA: 81725414

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundomkauunu

RESULTS
Pe3ynbTaTthbl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3payHblii
WNW NOYTU NPO3payHbIf, OT NoYTU 6eCUBETHOrO A0
cnabo xenToro UBeTa pacTeop.

Complies / CooTBeTCyBYET

Identity/ NopnuHHOCTL
Oxymetazoline hydrochloride /
OxkcumeTasonuHa rugpoxnopua

Benzalkonium Chloride /
BeHsankoHus xnopun

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 /
Bpemsi yaepXuBaHUsi OCHOBHOIO MWKa Ha
XpoMaTorpamMmMe UCNbITYEMOTO pacTBOPa AOIKHO
COOTBETCTBOBATbL BpPEMEHU yAEepXUBaHUSA
OCHOBHOIO nvka Ha xpomatorpamme
CTaHAapTHOro pacteopa OKCUMETA30/TUHA
rMApoxXnopuaa, NOMy4EHHOH NPU KONUYECTBEHHOM
onpeaeneHuu,

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 Benzalkonium Chloride standard
solution obtained in Assay method /

Bpems  yaepxuBaHusi  OCHOBHOrO nuka Ha
XpomaTorpaMme WUCMbITYEMOro pacTeopa AOSHKHO
COOTBETCTBOBATL BpPEMeEHU yAepKUBaHUA
OCHOBHOrO nvika Ha XpomaTorpamme
CTaHZapTHoro pacTtsopa 6eHsankoHWs xnopuaa,
NONYYEHHON NpY KONUYECTBEHHOM onpegeneHun,

Complies / COOTBeTCTByeT

Complies / CooTeTcTRYET

Clarity / MpospayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH 6biTb  Npo3pauyHbiM — UnK
WHTEHCUBHOCTb  OnManecueHUMM He  [AOMKHa

npeBbllaTh onanecLueHuUmMn 3TanoHHOM CyCneHsuun
l.

Complies / CooTtBeTcyByeT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACELITICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO MPOAYKTA

PRUDUCT/ NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaaueuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUMI KOO NMPOAYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 20321

MANUFACTURE DATE: / ATA U3rOTOBIEHWUA: 03/2022

C.A/CEPTUPUKAT AHANUIA: 1771/22

ANALYTICAL PROC. N°: / MPOTOKO/T AHANUN3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTMW: 03/2025

ot 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHWUK METOAOB AHAMNMW3A: Normative documentation / HopmaTusHas
AokymeHTaums M1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 oT 01.02.2019, uam. Ne 2

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KO NPOOYKTA KNUEHTA: 81725414

TESTS
Mokazatenu

SPECIFICATIONS
Cneuundukauumn

RESULTS
Pe3ynbraTh!

Color of solution / LUgeTHOCTL

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
MHTeHCMBHOCTL OKpacku npenapata He [AoMmkHa
npeBbIaTh WHTEHCMBHOCTL OKPacKu 3TanoOHHOro
pacteopa Y7

Complies / CooTBeTcTBYET

mOcmons/Kr

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT 1,006 go 1,010 1.007
nndtHocTb /d 20/20)

pH From 5.5t0 6.5/ 015,540 6,5 5.9

Osmolality / OcMonansHocTs From 270 to 330 mOsmol/kg / Ot 270 pgo 330 280

Filllng volume / N3Bnekaembiii 06bem

Not less than nominal / He MmeHee HOMWHaNBHOTO

Complies / CootBeTctBYET

Related substances / PoacteeHHbIe npuMech

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

Individual unidentified impurity / EanHnunas
HenaeHTUhMUMpoBaHHas NpUMech

Total impurities/ cymma scex npumeceis

Not more than 0.5 % / He 6onee 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

< Detection Limit

< Detection Limit

< Detection Limit

Assay /| KonuyecTBeHHOe onpeaeneHune

Oxymetazoline hydrochloride /
OxonmeTasonuHa rmapoxsopua,

Benzalkonium chloride / BexsankoHus
rudpoxnopuna

237.5-262.5 pg/ml / 237.5 - 262.5 mkr/mn

45 — 55 pg/ml 45 — 55 mkr/mn

246.6

52
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHble 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHUI KOO NPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20321
MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 03/2022 C.A/ CEPTUDUKAT AHANUBA: 1771/22
ANALYTICAL PROC. N°: / TPOTOKOJT AHATU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOAHOCTW: 03/2025

ANALYTICAL REFERENCE / PE®PEPEHTHbLIN UCTOYHUK METOQOB AHANMWU3A: Normative documentation / HopmatupHas

AokymenTauua M1 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
o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOG NPOAYKTA KNUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundurkaunm PesynbTrathi

Microbial purity / Mukpobuonornyeckas
yncroTa

Total aerobic microbial count (TAMC) / Not more than 102 CFU /ml/

B <1 CFU/ml
O6wee uncro aspobHbix BakTepuii He Bonee 10 KOE/mn

Total combined yeast and molds count Not more than 10" CFU /ml/

(TYMC)/ OBLyee KONM4ECTBO APONCKEBLIX U He 6 10" KOE/ <1 CFU/ml
nnecHesbIX rpuBos € bonee Mn

Pseudomonas aeruginosa Absence in 1 ml / OTcyTcTBue B 1 MN Absent / OtcyTctayioT
Staphylococcus aureus Absence in 1 ml/ OTcyTcTue B 1 Mn Absent / OtcyTcTaylor

Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial

and a patient information leaflet in a carton. / no 10
MN BO (DfakoH TEMHOro CTekna C KPbILWKON-
nuneTko. Mo 1 dnakoHy ¢ WHCTpyKumen no
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO MayKy.

Complies / CooTeeTcTpyeT

Labeling / MapkupoBka According to ND / B cooTseTcTBUM ¢ H/] Complies / COOTBeTCTPyeT

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbie 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 ropa

REMARKS / NpumeyvaHue:

The Product conforms to ND/

MpoaykT cooreercrayeT TpeboBaHuam H/[]
BATCH REMARKS / Npumeuanue ans 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. / JaHHbim CBMAETENbCTBYI0, YTO A@HHAs NapTusi NpoBepeHa B

COOTBETCTBUAM C paspelleHnem Ha MapKeTuHr u EBponefickuM pyKOBOACTBOM MO HaAnexallen NPOU3BOACTBEHHOMN
npaxkTuke Ans fekapcTBeHHbLIX NPOaYKTOB.
ANALIST / AHanuTuk:

A
DECISION / 3akntoueHue: 7 JO [
Viviana Gongalves W oo d é 0

M. Inés Ribeiro DATE / fara: (U K j?-lv(/ Lol
QUALIFIED PERSON / OrBeTcTBeHHOR nuyo: Vera Freire
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