SOFARTMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A TOTOBOIO NPOAYKTA

PRODUCT / TPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HasanbLHbIN A03UPOBaHHbIA 22,5 Mkr/nosa Poccus /

ARTICLE CODE / BHYTPEHHWUI KOO NPOAYKTA: 704534

BATCH Ne / TAPTUSI Ne /: 21124

| MANUFACTURE DATE: / [IATA W3rOTOBNEHUSA: 10/2022

C.A/ CEPTUOUKAT AHATIN3A: 4729/_22

ANALYTICAL PROC. N°: / MTPOTOKOJT AHAINTU3A Ne: SRAS-9WACU6.4

pokymeHTalms M N013921/01-290422

EXP. / CPOK FOAHOCTM: 10/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO NPOAYKTA KIUEHTA: 81775840

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuundmkauumn

RESULTS
PesynbTathl

Description/ OnucaHue

Transparent or almost transparent, almost colorless
to light yellow solution. / NpospaunbIt unu noutu
npospayHbIl pacTBOp OT Noutu BecuseTHOro Ao
cnabo-xenToro LBera.

Complies / CooTtaeTcrayeT

Identity/ MognuHHOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopun

Benzalkonium chloride / BeHzankoHus
xnopug

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in lhe
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa  yaepxuBaHua  OCHOBHOTO nuka  Ha
XpoMaTorpamMmMe WCMbITYeMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpPEMEHM yAepPXUBaHUS
OCHOBHOTO NUKa Ha XpomaTorpamme CTaHgapTHOrQ
pacTeopa OKCUMETA30MNHA rmapoxnopuaa,
NONY' IEHHOWN NPK KONUHCCTBCHHOM ONpeeneHnm,

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAEPXKNBAHUA OCHOBHOTO NUKa Ha XxpomartorpaMmme
UCNBITYEMOIO PAacTBOPa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXUBAHUS OCHOBHOMO nwka Ha
Xpomatorpamme cTav/lapTHoro pacTtsopa
GeHsankonmna  xnopwaa,  nonydeHHol  npu
KONUYECTBEHHOM OnpeaeneHun.

Complies / CootaercTayeT

Complies / CooTBeTcTBYET

Clarity / MpoapayHocTh

The product should be not more opalescent

than reference suspension 1. / OnanecueHums
npenapaTa He AoMKHa NpeBbIWaTh onanocUeHLUmIo
3TanoHa cpaeHeHus |.

Complies / CooteertctayeT

Color of solution / LiBeTHocTb pacTtBopa

The product should be not more colored than
reference solution Y7. / MpenapaT fomkeH 6biTh
OKpalueH He Bonee MHTEHCMBHO, YeM 3TanoH Y.

“Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010 / Ot 1,006 go 1,010

nnoTHocTL (d 20/20)
pH From 5.5t0 6.5/ 07 5,5 10 6,5 & o
_Osmolality / OcMonsanbHOCTL From 270 to 330 mOsmol/ kg / -
O7 270 po 330 mOcmonb/kr 285
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SOFARIMEX

ILUSTRIA QUINICA £ FARIAACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NPOAYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 Hg /dose Russia/
Ha3nBuH® cnpen HasanbHbLIA 4O3WpOBaHHbIN 22,5 MKr/po3a Poccus /

ARTICLE CODE / BHYTPEHHUWN KO NPOLYKTA: 704534 BATCH Ne / NAPTUA Ne /: 21124
MANUFACTURE DATE: / JATA N3rOTOBNEHWS: 10/2022 C.A/ CEPTUOUKAT AHATMUBA: 4729/22
ANALYTICAL PROC. N°: / TPOTOKOJIT AHANN3A Ne: SRAS-9WACU6.4 EXP./CPOK TOAHOCTMU: 10/2025

| ANALYTICAL REFERENCE / PE®EPEHTHBIN WCTOYHUK METOMOB AHAJM3A: Normative documentation / HopmatueHas
AokyMeHTaums 11 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOJ1 MPOOYKTA KINUEHTA: 81775840

TESTS SPECIFICATIONS RESULTS
MNokasatenn Cneundonkaumm PesynbTathl

Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.

Weight / CpegHss macca fo3bl 1 Uniformity of dose weight: mean dose weight

OOHOPOAHOCTL MacChl [03bl +25%.
Max. 2 from 10 doses >+25% from mean dose
weight.
But always <+ 35 % from mean dose weight. / Complies / CooTseTcTByeT

CpeaHas macca noanl: 45 mr+15%.
OfOHOPOAHOCTL Macehl [03bl: CpeaHas macca A03bl
+25%.

He 6onee 2 u3 10 pos > +25 % 0T cpeaHen mMacchb!
003bl.

Ho Bcerpa <+ 35 % 0T cpeaHent macchl 403bI.

Related Substances / PoacTBeHHbLIe

npumecwu
Impurity A (Hydrolysis product) / Npumeck A Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
(npoaykT ruaponusa)
Impurity ZP-1/ Mpumecs ZP-1 Not more than 0.5 %. / He Gonee 0,5 %. < Detection Limit
Individual unidentified impurity / EauHuunas Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HenaeHTUPULMpOBaHHAs NpUMech
Total impurities/ Cymma npumecein Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonuyecTBeHHOe onpegenexmne
Oxymetazoline hydrochioride / From 475 to 525 ug/mL of oxymetazoline 490
OxcrmmeTasonuHa ruapoxnopug, hydrochloride/ Ot 475 no 525 mxr/mn

OKCHMMETa30nNuHa rmapoxnopunaa.
Benzalkonium chloride / BeHsankoHus From 45 to 55 pg/mL of benzalkonium chloride/ OT 47
xnopvig 45 po 55 mxr/mn 6eH3ankoHua xnopuaa

Microbial purity / Mukpo6uonoruyeckas

YUCTOTA

Total aerobic microbial count (TAMC) / O6uiee Not more than 10° CFU /ml /

YNCro a3pobHbIX MUKPOOPraHN3IMOB He 6 102 KOE/ <1 UFC/mi

Total combined yeast and molds count € bonee : Mn

(TYMC) / ObLee Y1cro ApoXokeBkIX 1 Not more than 10° CFU /ml/ <1 UFC/ml

nJ1eCHeBbIX rpnbos He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeve B 1 Mn Absent / OtcyTcTBYtOT

Staphylococcus aureus Absence in 1 ml/ OtcyTcteue B 1 Mn Absent / OTcyTeTsyioT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMN3A rOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpei HaszanbHbLIW A03MPOBaHHbINA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE/ BHYTPEHHVII7I KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 21124
MANUFACTURE DATE: lﬂATA V|3I'OTOBI'IEHVIFI 10/2022 C.A/ CEPTU®UKAT AHAJTU3A: 4729/22
ANALYTICAL PROC. N°: / NIPOTOKON AHAI'II/I3A Ne: SRAS-9WACUG6.4 EXP./CPOK FrOOHOCTW: 10/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas
JokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUN KO.LI NPOLYKTA KITUEHTA: 81775840

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuyndukauum PesynbraThbl

10ml (at least 143 doses / vial) in class lll
hydrolytic brown glass vial with a metering
polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Flo 10 mn (He meHee 143 no3
BO (hnakoHe) npenapaTta RO (hNakoH KOPUYHEROID Complies / CooTBeTcTBYET
crekna Il rmgponuTuyeckoro  knacca ¢
A03NPYIOLNM  YCTPOWCTBOM U3 MONUITUMEHA 1
HepxaBsetoLlen CTanu 1 3aWmuTHON KpbiLKoid. Mo 1
hNaKkoHy BMECTE C MHCTPYKLMEN MO NPUMEHEHNIO
B Mauky KapTOHHYH.

Package / YnakoBka

LLabeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTcTayeT
COOTBETCTBMN C HOPMATUBHON JOKYMEHTALIMEN.

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbile 25°C,

Shelf life / Cpok ronHocTu: 3 years / 3 roaa

REMARKS / MpumeyaHue; o -
The Product conforms to ND/
Mpoaykt cooTBeTcTBYET TPEGOBaAHUAM H/]

BATCH REMARKS / MpumeuaHue ans cepuum: = — _

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. / [anHbim CBUAETENbCTBYIO, YTO A3HHAH NapTud NPoBepeHa B

COOTBETCTBUM C paspelleHUEM Ha MapKeTUHr u EBpOneIZCKMM PYKOBOACTBOM MO Hapnexailen NPOV3BOACTBEHHON
NPakTuke Ansa nekapCTBeHHbIX NPOAYKTOB.

[ ANALIST / Ananutuk DECISION / 3aknioucHue: '] QLN\_ J@d{ -
Francesca Amaral DR aa; Z pH2Ll
Natacha Marreiros QUALIFIED PERSON / OTBeTCTBeHHoe nuyo: j (@3
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