SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTIN3A FTOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uenH® cnpeit HazanbHbIN 4O3UpOBaHHbIN 22.5 MKr/n03a Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOOYKTA: 704534

BATCH Ne / NTAPTUS Ne /:20734

MANUFACTURE DATE: / IATA U3IrOTOBJEHWSA: 06/2022

C.A/ CEPTUDUKAT AHANU3A:3455/22

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACUG.4

EXP./ CPOK FrOQHOCTMW: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOOOB AHAJNU3A: Normative documentation / HopmaTuHas
AokymeHTaums M1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
m3m. Ne 1 07 26.12.2017, uam. Ne 2 ot 04.02.2019, nam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUWM KOA NMPOAYKTA KIMUEHTA: 81725409

TESTS
MokasaTenu

SPECIFICATIONS
Cneundukauum

RESULTS
Pesynbrarhi

Description/ Onucauue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3pauHbiii
MNU NOYTK Npo3payHbiA, OT NovYTU GecuBeTHOro
A0 cnabo xenToro useTa pacTeop.

Complies / CooTeeTtcTByeT

lidentity/ MoanuHHoCcTL
Oxymetazoline hydrochloride /
OkcumeTtasonuHa ruapoxnopug,

Benzalkonium Chloride /
BeHzankoHus xnopug

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 /
Bpema yaepxuBaHWsi OCHOBHOrO nuka Ha
XpoMaTorpamme UCMbLITYeMOoro pacTBopa AOrmKHO
COOTBETCTBOBATL BPEMEHHU YAEPXKUBaHUS

OCHOBHOIO nvka Ha XpomaTtorpamme
CTaHAaPTHOrO pacrteopa OKCMMEeTas3onnHa
ruapoxrnopwvaa, nony4yeHHon npu

KOJTU4EeCTBEHHOM onpeaeneHnuu.

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
yaepXuBaHus OCHOBHOrO nuka Ha
XpoMaTorpammMe UCMbLITYeMOro pacTeopa JOMKHO
COOTBETCTBOBaATb BPEMEHU yAEpXK1BaHUSA
OCHOBHOIO nvka Ha XpomaTorpamme
CTaHAapTHOTO pacTeopa GeHsankoHus xnopuaa,
MOSIy4EHHOMN MPU KONMUYECTBEHHOM ONPeaerneHunu.,

Complies / CootBeTcTBYET

Complies / CooTeseTcTayeT

Clarity / Mpo3spayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pormxeH ObiTb MPO3pauHLIM - WUNK
WHTEHCMBHOCTb  onanecueHuMd He [A0IIKHA
npesbiwarh onanecueHumu 3TarnoHHOMN

_cycnieHsuu |.

Complies / CooTtBeTcTBYET

Color of solution / LiseTtHocTb

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | VIHTEHCMBHOCTb OKpacku nperapaTta He
AOMKHa NpeBbIlaTh WHTEHCUBHOCTb  OKpacku
3TanoHHoro pacteopa Y7

Complies / CooTteeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpei HasanbHbLIA AO3UpOBaHHbLIN 22.5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWI KOJ NPOOYKTA: 704534

BATCH Ne / NTAPTUA Ne /:20734

MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 06/2022

C.A /| CEPTUDOUKAT AHAITU3A:3455/22

ANALYTICAL PROC. N°: / IPOTOKOJT AHAIM3A Ne: SRAS-9WACU6.4

EXP./ CPOK rOOHOCTMU: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIU UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
pokyMmeHTauma 1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
usam. Ne 1 o1 26.12.2017, nam. Ne 2 o1 04.02.2019, nsm. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOG NPOAYKTA KIUEHTA: 81725409

MOcmMonb/Kr

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundpmkaumnu PezynbTarthl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.009
nnotHocTb /d 20/20)
pH From55t06.5/0715,5006,5 5.9
Osmolality / OcmonsanbHoCTb From 270 to 330 mOsmol/ kg / Ot 270 po 330 280

Average dose / CpegHsis macca fo3sbi

45mg £ 15% / 45 mr £ 15%

Complies / CooTReTcTRYET

Uniformity of delivered dose / OgHopogHoCTL
Macchbl 0o3bl

Average dose * 25%

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

but always < + 35% from average dose mass/

CpegHsist macc fo3bl £ 25%.

He 6onee 2 u3 10 nos > + 25% oT cpegHeit Mmacchl
L03bl.

Ho Bcerga < + 35% oT cpeaHeit Macchl A03bI.

Complies / CooTtBeTcTBYET

Related substances / PoactBeHHbIe npumecu

Impurity A / Mpumecs A

Impurity ZP-1 / Mpumeck ZP-1

Individual unidentified impurity / EauHuyHasn
HenaeHTudMLMpoBaHHas NpUMeCh

Total impurities/ cymma Bcex npumeceit

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 Gonee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonuyecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride /
OKCUMETA30MMHA TMAPOXIIOPUL

475 — 525 pg/ml / 475 — 525 mkr/mn

492

Benzalkonium chloride / BeHaankoHus
rmapoxnopua

45 — 55 pg/ml / 45 — 55 mkr/mn

47

Microbial purity / Mukpobuonoruiyeckas
yucrtoTa

Total aerobic microbial count (TAMC) /
O6Lwee uncno aspobHbix BakTepui

Not more than 102 CFU/ml/
| He Gonee 102 KOE/mn

<1UFC/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANIU3A FrOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3neuH® cnpen HasanbHbI# 4O3MPOBaHHLIN 22.5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOA, MPOAYKTA: 704534 BATCH Ne / MTAPTUA Ne /:20734
MANUFACTURE DATE: / BATA U3rOTOBMEHWUS: 06/2022 C.A/ CEPTU®UKAT AHATIN3A:3455/22
ANALYTICAL PROC. N°: / TPOTOKOI AHATU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTW: 06/2025

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHhas
AokymenTaums N 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 ot 26.12.2017, nsm. Ne 2 ot 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOAYKTA KITMEHTA: 81725409

TESTS SPECIFICATIONS RESULTS

Mokasarenu Cneuudmkauuu PesynbTarbl
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/mi
(TYMC) / OBee konniecTso ApoXoKeBbIX 1 1
nnecHesbIX rpuBos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml / OtcytcTBre B 1 Mn Absent / OTcyTcTByIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBYE B 1 MmN Absent / OtcyTcTtBylOT
Package / Ynakoska 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. / Mo 10 mn (He meHee 143 .
posbl/pniakoH)  npenapata  BO  (hRakoH Complies / CooteeTcTByeT
KopuyHesoro ctekna, Il rugponmTuyeckoro
Kmacca C  J03vpyloWwWM  YCTPOWCTBOM U3
MONMMaTUNIEHa W HepxXaselwen cranu wu
3aLLUMUTHON KPbILWKOW. 1 hnakoH ¢ UHCTPYKLMEl no
NPUMEHEHWIO MOMELLIAIOT B KAPTOHHYIO NaudKYy.

Labeling / MapkupoBka According to ND / B cooTeeTcTauu ¢ H] Complies / CooTBeTCcTBYET

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

Shelf life / Cpok roanocTu: 3 years / 3 roga

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cootBeTCTBYET TpeBoBaHKAM HJ

BATCH REMARKS / MpumeuaHue 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. / [laHHbIM cBMAETENLCTBYIO, YTO fAHHAS NapTUA NPOBEpPeHa B
COOTBETCTEBNWA C paspelleHMeM Ha mapkeTuHr U Esponeiickum pyxkoBOACTBOM MO Haanexallei Mpou3BOACTBEHHON
NPaKTVKe Ana NekapcTBEHHbIX NPOAYKTOB.

IO AT DECISION / 3akniovenve: A(@ oood
iviana Gongalves .
M. Ines Ribeiro DATE / fara:

96/ 37 ZOZl()AQ-

QUALIFIED PERSON / OTBeTcTBEeHHOE nuuo: Vera Freire
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