SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUU KOf NPOAYKTA: 704530 BATCH Ne / MAPTHUA Ne /: 44394
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 03/2024 C.A/ CEPTU®UKAT AHANU3A: 1998/24
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHANN3A Ne: SRAS-9WACNM.5 EXP./ CPOK FOOHOCTMN: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOAOB AHAMNU3A: Normative documentation / HopmaTusHas
poxymeHTauunsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUWE ®APMALIEBTUMECKOWU CYBCTAHUWKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetaszonuna ruapoxnopua, MHH: OkcumeTtasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOUW CYBCTAHLIUU NPOU3BOAUTENA
ro: 23120291

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdpna PapmaXemmukanueH MunaeH T'meX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKOU CYBCTAHUWUWN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundurkauyum Pesynbrartbi

Description/ Onncadue Transparent or almost transparent, from a neary
colorless to slightly yellow solution. / MpospayHbii
WM  NOYTWM [PO3payHbIi  pacTBOp OT TMOMTH
fecupeTHOro ao cnabo-xenToro useTa.

Complies /
CooTBeTcTBYET

Identity / MognuHHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OkcumMeTazonuHa rMaApoOXopua, with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepXuWBaHWsi OCHOBHOFO NWKa Ha .
XpOMaTorpamMmme UCMLITYEMOro pacTBopa [JOMKHO Complies /

COOTBETCTBOBATb BpemMeHu yaepXueaHusi CootsetcTByeT
OCHOBHOFO NUKa Ha XpomaTorpamMme CTanHAapTHOro
pacteopa OKCVIMETA30JTUHA ruapoxnopunaa,
NONy4YeHHOW NP1 KONMUYECTBEHHOM onpeaerieHun.

. . Retention time of the main peak in the
Benzalkonium chloride / Berzankohus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAepxueaHus OCHOBHOTO nuka Ha Complies /

XpomaTtorpamMme MCrbITyeMoro pactsopa AOMKHO CootsercTByeT
COOTBETCTBOBATb BPEMEHU yaepXxuBaHus
OCHOBHOrO nvka Ha XpomaTtorpamme
cTaHgapTHoro pacteopa GeHsankoHus xnopuaa,
NoONy4YeHHOW NpW KONUYECTBEHHOM ONpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACELTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A NOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu HasanbHbte 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO} NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44394
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 03/2024 C.A | CEPTU®UKAT AHANU3A: 1998/24
ANALYTICAL PROC. N° / MPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOQHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIM MICTOYHUK METOAOB AHANWU3A: Normative documentation / Hopwmartneras
AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KIUMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOMW CYBECTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTasonuHa rugpoxnopua, MHH: Okcumetazonun

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOM3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOM CYECTAHLUUN NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / 5
HAVMMEHOBAHMWE MPOU3BOAUTENA ®APMALIEBTUYECKOMU CYBCTAHLIUK: Siegfried PharmaChemikalien Minden GmbH /

3uropua PapmaXemukanued MuHaeH 'm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHUWW: Germany / F'epmanus

TESTS SPECIFICATIONS RESULTS
Nokaszatenu Cneundmkauum PesynbTarthl
Clarity / [po3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuun Complies /
npenapara He JOoIKHa npesbiWaTh Cootsertcrayer
onanecueHUMi0 3TanoHa cpasHeHus  |/Boapl
OUYNLLIEHHOMN.
Color / UBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / [Npenapat gomkeH bbiTh Complies /
HecuBeTHbIM UMW BblAepXXuBaTb CpaBHEHUE C Coomegcra
3TanoHoM Y7. yer
Relative density (d 20/20) / OTHocuTensHan From 1.006 to 1.010/ Ot 1,006 oo 1,010
nnotHocTk (d 20/20) 1,007
pH From5.5t06.5/015,5806,5
5,9
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 go 330
MOcmonb/Kr 277
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT rmgponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuyHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUUUMpPoBaHHAA NPUMECH <LD
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 %
<LD
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBMH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ NMPOQYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44394
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 03/2024 C.A/ CEPTUOUKAT AHATN3A: 1998/24
ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAINN3A Ne: SRAS-9WACNM.5 EXP. / CPOK TOAHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOLIOB AHAJNMU3A: Normative documentation / HopmaTtuenasi
pokymeHTaumsa [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHWE ® APMALIEBTUYECKOU CYBCTAHLIUMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetazonuHa rugpoxnopug, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEEBTUYECKOM CYBCTAHLIMMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBCTAHLIUX MPOU3BOAUTENA
FA®: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urcpua PapmaXemukanved MunaeH MieX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOU CYBCTAHLUWW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenn Cneyudomkauum Pe3ynbrarthbl
Assay / KonuyecTBeHHoe onpegeneHue
Oxymetazoline hydrochioride / From 92.5 to 105 pg/mL of oxymetazoline
OxkcumeTasonuya rugpoxnopug hydrochloride/ OT 92,5 go 105 mkr/mn 99,1

OKCUMETAa3oNnHa ruapoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ Ot

Benzalkonium chloride / BeHaankohua xa10puj
45 po 55 mkr/mn 6eH3ankoHUs xnopuaa

46

Microbial purity / Mukpobuonoruieckasn
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml /
O6wwee 4ncrno aspobHbix bakTepui He Gonee 102 KOE/Mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /ml /
(TYMC)/ Obuwee 4icno aposxokeBbIX 1 1
MNECHeBbIX rpUGOoB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcteue B 1 mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OTtcytcTteue B 1 mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNU3A rOTOBOI'O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuu® kannu Hasanbhbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44394
MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 03/2024 C.A | CEPTU®UKAT AHAITN3A: 1998/24
ANALYTICAL PROC. N°: / NIPOTOKOI AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOAQHOCTMW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHMK METOOOB AHANWU3A: Normative documentation / Hopmatushas
AokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMUW KOA MPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOM CYBCTAHLIMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTasonut

API MANUFACTURER BATCH NUMBER / HOMEP CEPVMM NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOU CYBCTAHLUUM NPOU3BOAUTENS
ro: 23120291

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urcppng GapmaXemukanveHr MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUWU: Germany / Fepmanua

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukauumn Peaynbrarts!

5 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 5 mn npenapaTa BO ¢hriakoH TEMHOro
cTekna C HaBWHYMBAEMOW MONUNPONMUIIEHOBON Complies /
KPbILLKOA CO BCTPOEHHOMN MWUMNETKON U3 cTekna Tuna CooTBeTtcTBYET
3 (EBp. ®.) u GpomByTUnkayuyka.
Mo 1 cbnakoHy C MHCTPYKUWeit No
NPYIMEHEHUIO B NaYKy KApTOHHYIO.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUAU C HOPMATUBHOW Complies /
JOKyYMeHTauuen. CootBeTcTBYET

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

Shelf life / Cpok rogHocTtm: 3 years (-1 month) / 3 roaa (-1 mecsu)

REMARKS / MpumeyaHme:
The Product conforms to ND/
MpopykT cooTBeTCTBYET TpeboBaHuam Hl
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOf MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44394
MANUFACTURE DATE: / IATA U3FOTOBJIEHUA: 03/2024 C.A/ CEPTU®UKAT AHATIU3A: 1998/24
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACNM.5 EXP. / CPOK FOAHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIX UCTOYHUK METOOQOB AHAIWU3A: Normative documentation / HopmaTusHas
aokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOl NPOAYKTA KNMUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALEBTUYECKOWU CYBCTAHLUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopua, MHH: OkcumeTtazonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBECTAHLIMM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYECTAHLIMK NPOU3BOAUTENA
rMNo: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA PAPMALEEBTUYECKOU CYBCTAHLUU: Siegfried PharmaChemikalien Minden GmbH /
3urcdpug PapmaXemukanued MuHgeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLUMWU: Germany / 'epmaHust

BATCH REMARKS / lMpumeyaHue 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. / JaHHbIM cBMAETENbLCTBYIO, YTO AaHHAs NapTus NpoBepeHa B
COOTBETCTBUM C pa3spelleHneM Ha MapKeTWHr n EBponenckum pykOBOACTEOM MO Hafriexalledi npou3BOACTBEHHON
npaKTuke ANA NEKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: J
Vera Lopes DECISION / 3a|<n|o-|euue rpvov/ 4

DATE/fata: 24 aé’

M. Inés Ribeiro
QUALIFIED PERSON / OTBeTcTBeHHoe nmuo: <
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