SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOR NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 45530
MANUFACTURE DATE: / DATA U3FOTOBJIEHUA: 11/2024 C.A /| CEPTUOUKAT AHAJTIU3A: 6238/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAIU3A Na: SRAS-9WACRV.2 EXP. / CPOK TrOOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatueHas
aokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO[, MPOOYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYMECKOW CYECTAHLWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa ruapoxnopug, MHH: Okcumetasonud

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENS ®APMALEBTUYECKOU CYECTAHLIMMK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLIMU NPOU3BOAUTENA
rNo: 24080086

APl MANUFACTURER NAME / ;
HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYBCTAHLIUW: Siegfried PharmaChemikalien Minden GmbH /
Surdpua PapmaXemukanver MungeH M'mbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUN: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundukaumm Pe3ynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / lNpo3pauHbiit
MNU  NOYTW MpO3payHbii  pacTBOp OT MNOYTU
HecuBeTHOro Ao cnabo-xenToro UeeTa.

Complies / CootBeTcTBYET

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepkuBaHMA OCHOBHOrO Nuka Ha

XpomaTtorpamme UCnbITyeMOro pacrtesopa 0MXKHO Complies/ COOTBeTCTByeT
COOTBETCTBOBaATH BpeMeEHN yaepxxuBaHua

OCHOBHOIO nuKa Ha XpomaTtorpamme
CTaHAapTHOro pacteopa OKCUMETa30/IMHa
rmgpoxnopuga, l'IOJ'Iy‘-IeHHOI;I npu

Konn4ecTtBeHHOM onpejeneHun.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xnopma 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. / Bpems
yaepXneaHnsi OCHOBHOIO NUKa Ha XpomaTtorpamme Complies / COOTBeTCTByeT
UCMbITYEMOro pacTBOpa AOMKHO COOTBETCTBOBATb
BPEMEHWN YAEPXKUBAHUSI OCHOBHOTO MMKa Ha
Xpomarorpamme cTaHgapTHOro pacteopa
OeH3ankoHuss  xnopuaa,  nonyyYeHHon  npu
KONMYECTBEHHOM OrnpeaeneHunu.

Clarity / Mpozpa4HoCcTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / Cootaetcrayer

npenapara He DOMXHa npeBbIWaTHL
onanecueHuUMlo IJTanoHa cpaBHeHua |/Boapl
OYULLEHHOR.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOTO MNMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOJ NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45530

MANUFACTURE DATE: / BATA U3rOTOBREHUA: 11/2024

C.A/ CEPTUOUKAT AHAJTU3A: 6238/24

ANALYTICAL PROC. N°: / TIPOTOKOT AHAITU3A Ne: SRAS-9WACRV.2

EXP. / CPOK rOQHOCTMU: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOB AHAJIU3A: Normative documentation / HopmatusHas

nokymertaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHME ®APMALIEBTUYECKOWU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopma, MHH: OkcumeTasonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MNPON3BOAUTENA ®PAPMALEBTUYECKOU CYBCTAHLIUN:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUMECKOW CYBECTAHLUWUW NPON3IBOAWNTENA

rNa: 24080086

API MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanueH MungeH T'moX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAMUTENSA ®APMALIEBTUYECKOW CYBCTAHUWW: Germany / lepmanus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneumdukauum

RESULTS
Peaynbrarhl

Color / LiBeTtHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / MNpenapaT gomkeH 6biTb
BecuBeTHbIM WNW  BblAEPXWBATbL CpaBHEHWE C
aTanoHoMm Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHasn

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

nnotHocTb {d 20/20) 1.007
pH From55t06.5/ 015,500 6,5
5.9
Osmolality / OcmonsinbHocTb From 270 to 330 mOsmolkg / Ot 270 go 330
MOcmonb/Kr
282
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponusa)
Impurity ZP-1 / Mpumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 % <LQ
HenaeHTUULMpoBaHHAA NPUMECH
Total impurities/ CymmMa npumecen Not more than 1.2 % / He 6onee 1,2 % <LQ
Assay / KonnyectBeHHoe onpegenexHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopusg hydrochloride/ Ot 237,5 go 262,5 mkr/mn 250.0
OKCUMETAa30MNuHa rmapoxnopuaa. ;
Benzalkonium chloride / bensankonua xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 Mkr/mn 6eH3ankoHUs xnopuaa 52
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ MPOQYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 45530
MANUFACTURE DATE: / OATA U3rOTOBINEHWA: 11/2024 C.A/ CEPTU®OUKAT AHAJITU3A: 6238/24
ANALYTICAL PROC. N°: / MPOTOKON AHAINN3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOOB AHAMU3A: Normative documentation / HopmatueHas
AokymeHTaums M1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMIA KO NPOAYKTA KITMEHTA: 81775838

AP! NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOU CYBECTAHLUINWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NMPONU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHLIUK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOWU CYBECTAHLUWU NPOU3BOANTENA
N®: 24080086

APl MANUFACTURER NAME / 3
HAMMEHOBAHUWUE NPON3BOAOUTENA ®APMALIEBTUYECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmer MungeH 'm6X

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUMWN: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneundmkaumm PesynbTaThbl

Microbial purity / Mukpo6buornoruyeckas
Yuctora

Total aerobic microbial count (TAMC) / Not more than 10> CFU /mi /
i <1 CFU/ml
O6Lwee uncno aspobHbIx bakTepuit He Bonee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CEU /mi /
ObLwee Y1Cno APOXCKEBbIX W MNECHEBBIX rPUGOB He 6onee 10" KOE/mn <1 CFU/ml

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 mn

Absent / OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTtBue B 1 mn

Absent / OtcyTcTByIOT
Package / YnakoBka 10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapaTta BO bflakoH TEMHOMO
cTekna C HaBWHYMBAEMOW MOMNWNPONUIIEHOBON
KPBILLKOW CO BCTPOEHHOW NMNETKOW U3 CcTekna Tuna
3 (EBp. ®.) u bpombyTUnKayuyyka.

Mo 1 cpnakoHy ¢ MHCTPYKLMER No

NPUMEHEHWNIO B NAYKy KAPTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUWN C HOPMAaTUBHOW
JOKyMeHTauuen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUM KOA MPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 45530
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 11/2024 C.A | CEPTUOUKAT AHAINWU3A: 6238/24
ANALYTICAL PROC. N°: / NTIPOTOKON AHAJNU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOOHOCTMU: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOQOB AHAMU3A: Normative documentation / HopmaTueHas
aokymeHTauma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOJ NMPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUYECKOU CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUU MPOU3BOAMUTENA ®APMALIEBTUHECKOU CYBCTAHLUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOW CYECTAHLINW NPOU3BOAUTENA
rNo: 24080086

APl MANUFACTURER NAME / .
HAMMEHOBAHMWE NPON3BOOUTENA ®APMALEBTUYECKOU CYBCTAHLUMWMM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanued MuHaeH M'moX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLUWUWN: Germany / "'epmanuns

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundukauum Pe3ynbTaThl

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

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 ropa (- 1 mecsiu)

REMARKS / lNpumeyaHue:
The Product conforms to ND/
MponykT cooTBeTCTBYET TPeboBaHusm HJ

BATCH REMARKS / NpumevaHue 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. / [laHHbIM CBMAETENLCTBYIO, YTO AaHHas NapTus NpoBepeHa B
COOTBETCTBMM C pa3spellieHeM Ha MapkeTUMHr v EBponenckum pyKOBOACTBOM MO Haanexalied nponsBoACTBEHHOW
NpaKkTuKe A4S NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanutuk:
| N
Debora Almeida DECISIO l3a|<moquue Lu:) JQ(/(
DATE / Aara:
M. Inés Ribeiro QUALIFIED PERSON/OT e1c BeHHoe nuuo: [ A0~
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