SOFARTMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A FOTOBOIO NPOAYKTA

PRODUCT / NNPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaausuH® kannu HazanbHblie 0,05% Poccus /

ARTlCLE CODE / BHYTPEHHWUW KOA MPOQYKTA: 704532 BATCH Ne / TTAPTUA Ne /: 11358
MANUFACTURE DATE: / [JATA U3rOTOBNEHWSA: 10/2021 C.A/ CEPTU®UKAT AHATU3A: 5581/21
ANALYTICAL PROC. N° / MPOTOKOJ AHANU3A Ne: SRAS-9WACUS6.3 EXP. / CPOK TOJHOCTMW: 10/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIW WCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas

AokymeHTaums 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / uam. Ne 1 ot 01.02.2019, usm. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHRHUM KOA MPOAYKTA KITUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS

Mokasarenu Cneuudukaymmu Pesynbrarthbl
Description/ Onucanue Transparent or almost transparent, from a nearly Complies / CooTtaetcrayer

colorless to slightly yellow solution / MpospaunbIv
WNK NOYTU NPO3PaYHbIiA, OT NouTU 6EeCLIBETHOrO A0
cnabo xenToro LseTa pacTeop.

Identity/ NognunKocTb
Oxymetazoline hydrochloride / The retention time of the main peak on the
OxcumeTasonuHa ruapoxnopug chromatogram of test solution should comply with | Complies / CootaetcrayeT
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /

Bpemsi yoepmuBaHws OCHOBHOTO nuka Ha
XpomartorpammMe UCLITYeMoro pacTsopa A0MKHO
COOTBETCTBOBATHL BPEMeHU YAEPKUBaAHUA
OCHOBHOrO nuka Ha XpomaTorpamme
CTaHAapTHOro pacTtBopa oKcMMeTasonuHa
ruapoxnopuaa, nony4yeHHol rpu KoMYecTBeHHOM

onpegeneHuu.
Benzalkonium Chloride / The retention time of the main peak on the :
BeHzankoHus xrnopupg, chromatogram of test solution should comply with il el 1

the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpemsa ynepxwvBaHusi ocHoBHOro nwuKka Ha
XpomaTorpaMmme UCMbITYEMOro pacTsopa AOMKHO
COOTBETCTBOBATHL BpEMeHU YAepXvBaHuA
OCHOBHOTO nvka Ha XpomaTtorpaMmme
CTaHAapTHoro pacteopa GeHsankoHus xnopuaa,
NONYYEHHOW NPK KOMMYECTBEHHOM OnpeaesieHnN.

Clarity / MpospauHocTs The solution should be transparent or the | Complies/ CooTeetcrayer

opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH 6biTb  NpoapauHbIM  uAn
WHTEHCMBHOCTb  OManecueHuMn He  A0rKHa

npesblllaTth ONanecLeHumMy 3TanoHHon CycrieHaun
l.

1/3
IMP.6.8




WEARIMER

A £ FARMACEUTICA, S.A

A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A FTOTOBOIO NMPOAYKTA

Mr;FiopUCT / nPonYKT Nasivin Nasal Drops 0.05 % Russia / Haaneuu® kannu HasanbHble 0,05% Poccus I

ARTICLE CODE / BHYTPEHHU KOl NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 11358
MANUFACTURE DATE: / [IATA U3IrOTOBJIEHUSA: 10/2021 C.A/ CEPTUOUKAT AHATIN3A: 5581/21
ANALYTICAL PROC. N°: / IPOTOKOI AHAJIU3A Ne: SRAS-9WACU6.3 EXP./ CPOK rOOAHOCTMU: 10/2024

' ANALYTICAL REFERENCE | PEGEPEHTHBIN NCTOYHNK METOAOB AHATNA3A: Normative documentation / HopmatusHan
nokymeHrauus I 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 / BHYTPEHHWIA KOZ MNPOAYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuundmkauun Pesynbtarthl
Color of solution / LiBeTHocTe The color intensity of the product should not | Complies/ CooTseTcTayeT

exceed the color intensity of the reference solution
Y7 | VIHTEHCMBHOCTb OKpacku npenaparta He
A0/MKHA  NPEBbIWAaTh WHTEHCUBHOCTb  OKpackwui
3TanoHHoro pacteopa Y7

Relative density (d 20/20) / OTHocuTenkHan From 1.006 to 1.010/ Ot 1,006 po 1,010 1.007
nnoTHocTL /d 20/20)

pH From5.5t06.5/075,5006,5 5.9

Osmolality / OcmonsnebHocTe From 270 to 330 mOsmol/kg / Ot 270 mo 330 275
mOcmonb/Kr
Filling volume / U3BnekaeMbiin o6bem Not less than nominal / He MeHee HOMUHAmMBHOFO Complies / CootBeTcTBYET

Related substances / PoacTeeHHbIe npumecnu

Impurity A/ NMpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Individual unidentified impurity / Eaunuunas Not more than 0.1 % / He 6osee 0,1 % < Detection Limit

HenieHTUMLMPOBaHHaA NPUMECh

Total impurities/ cymma scex npumeceis Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay / KonnyectBeHHoe onpepenenune
Oxymetazoline hydrochloride / 475 — 525 pg/ml / 475 — 525 mkr/mn 485
OxcumeTtasonuHa rufipoxnopus

Benzalkonium chloride / Bensankoxua 45 ~ 55 pg/ml / 45 — 55 mkr/mn 47
ruapoxnopug
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SOFARTMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A NOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazuBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE /| BHYTPEHHWUI KOA NPOLYKTA: 704532 BATCH Ne / MAPTUA Ne /: 11358 Wt
MANUFACTURE DATE: / JATA U3FOTOBNEHWA: 10/2021 C.A ! CEPTUOUKAT AHANUIA: 5581/21
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACU6.3 EXP. [ CPOK TrOOQHOCTMW: 10/2024

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METOMIOB AHANMN3A: Normative documentation / HopmatusHas
nokymerTauus N 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 o7 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA NMPOJAYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Mokaaarenu Cneuudomkaumu PesynbTaTbl

Microbial purity / Mukpobuonoru4yeckas
yucrora

Total aerobic microbial count (TAMC) / Not more than 10° CFU/ml/ <1UFC/ml
O6uwee yucno aspobHbix Gakrepuit He Gonee 102 KOE. i

Total combined yeast and molds count Not more than 10" CFU/ml/ <1UFC/ml
(TYMC) / OBuiee konu4ecTBO APONCKEBLIX U 1
nnecHesblx rpnbos He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue 8 1 mn Absent / OtcyTcTaytoT
Staphylococcus aureus Absence in 1 ml/ Otcyrcreve B 1 mn Absent / OTcyTeTaytoT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial Complies / CooTBeTcTBYET

and a patient information leaflet in a carton. /no 10
M1 BO (pnakoH TEMHOro crekna C KpblKOi-
nunetkoi. Mo 1 dnakoHy C WHCTpyKUuen no
NPUMEHEHUIO MOMELLAIOT B KAPTOHHYIO Nauky.

Labeling / MapkupoBxa According to ND /B cootseTcTeuu ¢ H Complies / CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / Npumeyanue:
The Product conforms to ND/
MpopaykT cooTBeTCcTBYET TpEGOBAHUAM HJ

BATCH REMARKS / lpumeyaHue ans cepum:

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. / [JanHbiM cBuaeTenbCTBYIO, YTO [aHHas NapTWs NpoBepeHa B
COOTBETCTBAW C paspelleHnemM Ha MapKeTWHr v EBponewckum pyKOBOACTBOM NO Haznexallew Mpou3BOACTBEHHON
NpakTuke Ans NeKapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: DECISION / 3aknioveHue: /'%“f f]«{ okl M\

Viviana Gongalves (', y o] / )
DATE / [laTa: YU agR / /z.jj;»/ Lot /‘-

Natacha Marreiros QUALIFIED PERSON / OTBeTcTBeHHOE NYLO; ' \/_O
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