SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei Ha3anbHbLIA [O3MPOBaHHbIN 22.5 MKr/po3a Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704534 BATCH Ne / MTAPTUA Ne /:11430
MANUFACTURE DATE: / DATA U3rOTOBNEHUSA: 11/2021 C.A/ CEPTUDUKAT AHAITU3A:5906/21
ANALYTICAL PROC. N°: / MPOTOKON AHANIU3A Ne: SRAS-9WACUG.3 EXP./CPOKTOQHOCTM: 11/2024

ANALYTICAL REFERENCE / PEOEPEHTHbLIN UCTOYHUK METONOB AHAJIU3A: Normative documentation / HopmaTueHas

aoxkymeHTtaumns i1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
usmM. Ne 1 o1 26.12.2017, nsm. Ne 2 ot 04.02.2019, uam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf, NPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Moxa3aTtenu Cneuundpukauumn PesynbTathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3spauxbii Complies / C -
WNW NOYTU MPO3PAYHBINA, OT MOYTU GECLBETHOTO mp COECICTBY/CIl
Ao cnabo XenToro upeTa pacTeop.

lidentity/ MoanuHHOCTS The retention time of thfa main peak on the Complies / CooteTcTayeT
Oxymetazoline hydrochloride / chromatogram of test solution should comply with
OKCHMETa3oNuHa MMAPOXAopPHUA the retention time of the main peak on the

chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
BpemMs ynepxuBaHMS OCHOBHOTO MNWUKa Ha
XpomaTorpamMmme UCMbITYeMOro pactsopa AOMKHO
COOTBETCTBOBATb BPeMeHU yAepXK1BaHUA
OCHOBHOTO nvka Ha XpomaTorpamme
CTaHAAPTHOro pactsopa OKCUMETa30NnHa
rugpoxnopvaa, nony4eHHon npu
KOnuyecTBEHHOM onpeaenexnu,

Benzalkonium Chloride / The retention time of the main peak on the Cemplies)/' CooTECTETEY ST

BeH3ankoHus xnopup, 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 / Bpewms

yaep>XXnuBaHuna OCHOBHOIo nvKa Ha
XpoMatorpaMmme ncnbITyeMoro pactesopa AOMKHO
CO0TBEeTCTBOBATb BpeMeHU yaepXnBaHnsa
OCHOBHOINo nuka Ha XpomaTorpamme

CTaHAapTHOro pacteopa GeH3ankoHust xnopuaa,
NOMY4EHHOM NPY KONIMYECTBEHHOM ONpeaeneHUN.

Clarity / MpospayHocTs The solution should be transparent or the | Complies/CootBeTcTByeT

opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb MNpo3pavHbIM - WNK
WHTEHCMBHOCTb  OManecUeHUMn He  [0MmKHa

npesbilwaThb onanecueHumun 3TarloHHOW
cycneHauum |.
Color of solution / LiBeTHOCTL The color intensity of the product should not | Complies/ CooTeeTcTByer

exceed the color intensity of the reference solution
Y7 / WHTEHCMBHOCTb oOKpacku npenapatra He
AOIKHA  MpeBbIlWaTh WHTEHCUBHOCTb  OKPACKW
3TanoHHoro pacreopa Y7
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJNIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBnH® cnpeit Ha3anbHbIWH AO3MPOBaHHbLIN 22.5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOQ MPOAYKTA: 704534

BATCH Ne / NAPTUA Ne /:11430

MANUFACTURE DATE: / ATA U3rOTOBJIEHUSA: 11/2021

C.A/ CEPTU®UKAT AHATIN3A:5906/21

ANALYTICAL PROC. N°: / TPOTOKON AHAJNM3A Ne: SRAS-SWACU6.3

EXP./ CPOK FOAHOCTMU: 11/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOIOB AHAINU3A: Normative documentation / Hopmatushas
AokymeHTauus M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
usm. Ne 1 ot 26.12.2017, nam. Ne 2 o1 04.02.2019, uam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA MPOJYKTA KIUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MoxasaTenu Cneuundunkaumm PeaynbTtathl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 ao 1,010 1.007
nnoTHocTh /d 20/20)
pH From5.5t06.5/015,5 806,5 5.9
Osmolality / OcMonsinbHOCTbL From 270 to 330 mOsmol/ kg / OT 270 po 330 282

MOcmons/kr

Average dose / CpeaHss Macca 03kl

45mg £ 15% /45 mr £ 15%

Complies / CooTBeTCTBYET

Uniformity of delivered dose / OgHopoaoHocTL
Macchl go3bl

Average dose + 25%

max. 2 from 10 doses > + 25% from average dose
mass,

but always < + 35% from average dose mass/

CpepgHsas macc fo3bl £ 25%.

He Gonee 2 ua 10 no3 > + 25% oT cpeaHen maccol
[03bl.

Ho Bcerpa < £ 35% oT cpefHelt maccel Jo3bl.

Complies / CootBetcTBYET

Related substances / PogcTBeHHble npumecu
Impurity A / Mpumeck A

Impurity ZP-1 / Mpumeck ZP-1

Individual unidentified impurity / Eaunyunas
HewaeHTUMLMpOoBaHHAs NpUMeCh

Total impurities/ cymma Bcex npumecei

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 onpeaeneHve

Oxymetazoline hydrochloride /
OxcnmeTasonuHa ruapoxnopua

475 — 525 pyg/ml / 475 — 525 mkr/mn

487

Benzalkonium chloride / BeHsankonusa
rugpoxnopva,

45 — 55 ug/ml / 45 — 55 mkr/mn

51

Microbial purity / Mukpo6uonoruyeckas
YyucroTa

Total aerobic microbial count (TAMC) /
OObuiee yncno aspobHbix GakTepuii

Not more than 10> CFU /ml /
He 6onee 102 KOE/mn

10 UFC/ ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, $.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HaszanbHbIA [03MPOBaHHbLIN 22.5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUU KOL, MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:11430
MANUFACTURE DATE: / OATA U3TOTOBNEHUSA: 11/2021 C.A/ CEPTUDUKAT AHAITU3A:5906/21
ANALYTICAL PROC. N°: / MPOTOKOJT AHANU3A Ne: SRAS-9WACU6.3 EXP./CPOKTOOHOCTW: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbBIN UCTOYHUK METONOB AHAJNMW3A: Normative documentation / HopmaTtusHas

AokymenTaums M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
u3m. Ne 1 o1 26.12.2017, uam. Ne 2 ot 04.02.2019, nam. Ne 3 ot 28.10.2019 )

|_CUSTOMER INTERNAL CODE / BHYTPEHHUA KOA MPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS

MNokasaTtenu Cneundukauum PesynbTatbl
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/ml
(TYMC) / OBLee KOnNMUeCTBO APOXKEBbIX 1 1
NNecHeBbIX rpu6os He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyrctBue B 1 mn Absent / OtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBne B 1 Mn Absent / OTcyTeTBYIOT
Package / YnakoBka 10ml (at least 143 doses / vial) in class Il

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. / Mo 10 mn (He meHee 143 .
[03bl/chriakoH) npenapata  BO  ¢bnakoH Complies / CooTeeTcTByeT
KopuuHeBoro crekna, Il rmaponuTuyeckoro
kKnacca C€ [JO3UPYOLWMM  YCTPOMCTBOM U3
nonuaTuneHa un HepxaselwWel cTanmu u
3aLUMTHOM KpbILLKON. 1 ¢hniakoH ¢ UHCTPYKUMEN no
NPUMEHEHUIO TOMELLAIT B KAPTOHHYIO Nauky.

Labeling / MapkupoBka According to ND / B cooTteeTcTBuM ¢ H Complies / CooTBeTcTBYET

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

Shelf life / Cpok roanocTu: 3 years/ 3 ropa

REMARKS / NMpumeyaHue:
The Product conforms to ND/
Mpoaykr cooTBeTCcTBYET TpebosaHuam HJJ

BATCH REMARKS / lMpumevaHue ans cepuu: 7

e

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 CBWAETENbCTBYIO, YTO AaHHasA napTusi NpoBepeHa B

COOTBETCTBMU C paspelleHnemM Ha MAapPKETUHr U EBpOﬂeVICKMM PYKOBOACTBOM MO Hagnexawen NpOU3BOACTBEHHON
NpakTuke AnAa nekapCcTBeHHbIX NPOAYKTOB. 4

ANALIST / AHanuTuk DECISION / 3aknioverve: "(’ ,’fbf"r(/ 1 A -\

Viviana Gongalves DATE / o 1 ) Jii/ 2 . /

Natacha Marreiros Rava: / & /| j w
QUALIFIED PERSON / OTBeTcTBeHHoe nuuo: Gongalo Felicia |
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