SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA MPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55152
MANUFACTURE DATE: / DATA U3rOTOBINEHUA: 02/2025 C.A/ CEPTU®UKAT AHATTU3A: 1000/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJIU3A Ne: SRAS-OWACNM.6 EXP./ CPOK FrOQHOCTU: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN MICTOYHWUK METOAOB AHAJTU3A: Normative documentation / HopmaTusHas
AokymeHTauunsa NMN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ NPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopua, MHH: Okcumetasonus

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEEBTUHMECKOW CYBCTAHLUU:
24090271

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUMECKOW CYECTAHLIUW NPOU3BOAUTENA
MMo: 24252103

APl MANUFACTURER NAME / }
HAUWMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
3urdppun PapmaXemukanmed MuHaeH MbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHUMW: Germany / Fepmatms

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneundukauum PesynbTaThl

Description/ Onucanune Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / [Npo3spaqHeii
MNM  NOYTM MpO3payHbli  pacTBOp OT MOYTU
6ecuseTHoro Ao cnabo-xenToro upeTa.

Complies /
CooTBeTcTBYET

Identity / MognuHHoCTBL Retention time of the main peak in the
Oxymetazoline hydrochiroide / chromatogram of the test solution should comply
OkcumMeTaszonuHa rugpoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHWA  OCHOBHOrO Nuka Ha ]
XpoMartorpamMmme WCMbITYEMOTO PacTBOpa AOMKHO Complies /

COOTBETCTBOBaTh BPEMEHHU yAepXuBaHusi Cooteetctayert
OCHOBHOFO NWKA Ha XpoOMaTorpamMmme CTaHAapTHOroO
pacteopa oKCcMMeTasonuHa ruapoxnopuaa,
NONYYEHHOW NPU KONIMYECTBEHHOM OnNpeaeneHun.

. . Retention time of the main peak in the
Benzalkonium chloride / Eensankonus 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
YAepKUBaHus OCHOBHOIO nuka Ha
XpomaTorpamMmme UCTIbITYEMOrO pacTsopa AOMKHO
COOTBETCTBOBATL BPEMEHU yAepXuBaHus
OCHOBHOTO nvka Ha Xpomarorpamme
cTaHpapTHoro pacteopa 6GeHsankoHusa xnopuaa,
NOMYy4YEeHHON NPU KONUYECTBEHHOM OnpeaeneHuu.

Complies /
CooTteeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNU3A FOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KOl MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55152
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 02/2025 C.A/ CEPTU®UKAT AHAJINU3A: 1000/25
ANALYTICAL PROC. N°: / TPOTOKON AHATU3A Ne: SRAS-9WACNM.6 EXP. / CPOK TOOHOCTW: 01/2028

ANALYTICAL REFERENCE / PEGEPEHTHbIA KICTOYHUK METOJOB AHAJIU3A: Normative documentation / HopmaTueHas
nokymentauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KIIMEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OxkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPMUW NPOU3BOAUTENSA ®APMALIEBTUHECKOW CYBCTAHLIUN:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUMECKOMW CYBCTAHLIUM NPOU3BOAUTENA
rMo: 24252103

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanued Munaex MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOW3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHUWWU: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudunkauum Pesynbrarsl
Clarity / Mpoapa4yHoCTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenaparta He OOonXxHa npeBbIWAaTh Complies /
onanecuesuMio STanoHa cpasHeHus  |/Boabl CooTtBeTcTBYyeET
OYNLLEHHOMN.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomkeH ObITb .
Complies /
6ecLBeTHbIM WU BblAEPXUBATL CPaBHEHWE C CooTBETCTBYET
3TanoHoM Y7. y
Relative density (d 20/20) / OtHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 go 1,010
nnoTHocTk (d 20/20) 1,007
pH From551t06.5/0155006,5
59
Osmolality / OcMonanLHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/Kr 280
Relative impurities / PoacTBeHHble npuMecH
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6oniee 0,5 % ND
(npoaykT ruaponunsa)
Impurity ZP-1/ Npumecsy ZP-1 Not more than 0.5 % / He 6onee 0,5 % ND
Individual unidentified impurity / EauHnyHan Not more than 0.1 % / He 6onee 0,1 %
HewaeHTNNLMPOBaHHAsA NPUMECH <0.1%
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 %
<0.1%
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3anbHble 0,01% Poccua/

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704530 BATCH Ne / TAPTHUA Ne /: 55152
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 02/2025 C.A/ CEPTUOUKAT AHAJTU3A: 1000/25
ANALYTICAL PROC. N°: / MPOTOKON AHAIU3A Ne: SRAS-9WACNM.6 EXP./ CPOK MrOAHOCTM: 01/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIA UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatueHas
AokymeHTauus N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJl MPOQYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopun, MHH: OkcumeTazonux

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEEBTMYECKOWN CYBCTAHLIUM:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUUA ®APMALIEBTUYECKOWN CYECTAHLIMM NPOU3BOAUTENA
Mo: 24252103

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYMECKOW CYBCTAHLIUMW: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanueH MuHaeH M'méX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOIUTENA PAPMAUEBTUYECKOWU CYECTAHLIUU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudomkauum PesynbTtaThl
Assay / KonuyectBeHHOe onpepaeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkecumeTasonuHa rugpoxnopug hydrochloride/ Ot 92,5 no 105 mkr/mn 99,8

OKCUMETa3oNIMHa ruapoxnopuaa.

Benzalkonium chloride / BeH3ankoHus XIIOpVIA From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn 6eH3ankoHus xnopraa 49
Microbial purity / Mukpobuonoruyeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml /
O6uee uucno aspobHbix bakTepuii He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 101 CEU/mi/
(TYMC) / ObLwee 4ncno gpoxokeBbIX U 1
MNecHeBbIX rpUGOoB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBue B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704530 BATCH Ne / MAPTUSA Ne /: 55152
MANUFACTURE DATE: / DATA U3rOoTOBJIEHUA: 02/2025 C.A/ CEPTU®UKAT AHATN3A: 1000/25
ANALYTICAL PROC. N°: / NPOTOKOI AHAJSIU3A Ne: SRAS-9WACNM.6 EXP. / CPOK FOAHOCTMU: 01/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIA MICTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTtusHas
pokymeHtauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJl MPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUU NPOU3BOJUTENA ®APMALEEBTUHYECKOW CYBCTAHLIUM:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUYECKOWU CYBECTAHLIMM NPOU3BOAUTENA
MMo: 24252103

APl MANUFACTURER NAME / 5
HAMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLINMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanveH MuraeH T'meX

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA MPOU3BOAUTENSA PAPMALEEBTUYECKOW CYECTAHLIMW: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneundouxkaummn PeaynbTaThbl

5 mL in an amber glass bottle with a polypropylene
Package / YnakoBka 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 npenapaTta BO ¢hNakoH TEMHOro
cTekna C HaBUHYMBAEMOI MOAWUNPONUIEHOBO Complies /
KPbILLKOW CO BCTPOEHHOW NUNETKO 13 CTekna Tuna CooTeeTcTBYET
3 (EBp. @.) u 6pomByTunxay4yka.
Mo 1 donakoHy C MHCTPYKUMENR No
NPUMEHEHUIO B NAYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUMBHON Complies /
AOKYMeHTauuen. CooTBeTCcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpyu TemnepaTtype He Bbilwe 25°C.

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

REMARKS / NMpumeuaHue:
The Product conforms to ND/
Mpoaykt cooTeeTcTBYET TPebOBaHUAM HI
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 55152
MANUFACTURE DATE: / DATA U3rOTOBJIEHUA: 02/2025 C.A | CEPTUOUKAT AHANU3A: 1000/25
ANALYTICAL PROC. N°: / TPOTOKON AHAJTIU3A Ne: SRAS-9WACNM.6 EXP. / CPOK FrOQHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®OEPEHTHbIA NCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmatusHas
nokymedtauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOf, NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAUMEHOBAHVE ®APMALEBTUYECKOW CYBCTAHLINW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonvHa rugpoxnopug, MHH: OkcumMertasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOOUTENA ®APMALIEBTUHECKOW CYBCTAHLIM:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKOW CYECTAHLIUW NPOU3BOAUTENA
FNo: 24252103

API MANUFACTURER NAME / .
HAVMEHOBAHME NPOVU3BOAUTENS ®APMALIEBTUYECKOW CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcppuy PapmaXemukanven Munaer FTmM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOVN3BOAWUTENA ®APMALIEBTUMECKOWN CYBCTAHLUUW: Germany / [epmanus

BATCH REMARKS / NMpumevaHue ana cepuu: _ 7

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 CBWUAETENLCTBYIO, YTO AaHHaA NapTina NPOBEepeHa B
COOTBETCTBAN C paspelleHueM Ha MapKeTUHr v EBponeiicknm pykoBOACTBOM MO Hagnexalied npou3soACTBEHHON
npakTUKe Ons nekapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanutuk: /// 27 /&/

Sonia Chainho DECISION / Saxmoqeuue

DATE / flata: 2 /
M. Ines Ribeiro Aara er o / Zc7L

QUALIFIED PERSON / OrBeTcTBEHHOE NULO:
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