SOFARIMEX

INDUSTRIA QUIMICA E FARRSACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A NOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOl MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 456332
MANUFACTURE DATE: / OATA U3IrOTOBNEHWA: 10/2024 C.A/ CEPTU®UKAT AHAINN3A: 5622/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP. / CPOK TOAHOCTM: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UICTOYHUK METOOOB AHANMWU3A: Normative documentation / HopmaTtusHas
AokymenTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA, NPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOU3BOAUTENA ®APMALEEBTUYMECKOU CYBCTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMX ®APMALIEBTUYECKOW CYECTAHLUWW NPOU3BOAUTENSA
No: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALEEBTUHECKOU CYECTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmeH MusaeH MoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOWU CYECTAHLIMWU: Germany / TepmaHus

TESTS SPECIFICATIONS RESULTS
Moka3arenu Cneuudukauum Pe3ynbTtarb!

Description/ OnucaHwe Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / lNpoapayHbiit
MW NOYTM nNpO3payHblil  pacTBOp OT MNOYTU
6ecupeTHoro go cnabo-xenToro uBeTa.

Complies /
CooTteetcrByeT

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochiroide / chromatogram of the test solution should comply
OkcumMeTasonuHa rugpoxnopva with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemss  yaepxuMBaHWS  OCHOBHOrO nNUKa Ha )
XpoMaTorpamMme UCTbITYEMOro pacTeopa [OMKHO Complies /

COOTBETCTBOBATL BpEMEHU yAepXuBaHus CootsetcTByeT
OCHOBHOTO MNWKa Ha XxpomaTorpaMmme CTaHAapTHOMo
pacTeopa OKCMMETa30nnHa rapoxnopuaa,
NONyYeHHOI NpY KONMYECTBEHHOM onpeaeneHnuu.

Retention time of the main peak in the
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. / Bpewms
yOEepXKUBaHUA OCHOBHOIO nuka Ha Complies /

XpomartorpaMme UCrbITYEMOro pactsopa AOSHKHO CooTseTcTBYET
COOTBETCTBOBaTh BpEMEHN yAepXUBaHUSA
OCHOBHOFO nvka Ha xpomarorpamme
CcTaHaapTHoro pacteopa 6GeHsankoHus xnopuaa,
NOSy4eHHOW NPU KONM4ECTBEHHOM ONpeAeneHnn.

Benzalkonium chloride / BeHsankoHus
xnopua
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBnH® kannu HasanbHbie 0,01% Poccua /

ARTICLE CODE / BHYTPEHHUIA KO NPOAYKTA: 704530 BATCH Ne / TAPTUA Ne /: 45332
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 10/2024 C.A /| CEPTUDUKAT AHATIU3A: 5622/24
ANALYTICAL PROC. N°: / NTPOTOKOJ1 AHATNTU3A Ne: SRAS-9WACNM.5 EXP. / CPOK FOQHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOOB AHAMW3A: Normative documentation / HopmatueHas
aokymeHTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOWU CYBECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumertazonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAMTENA ®APMALIEBTUYECKOU CYBCTAHLMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHUUW NPOU3BOAUTENA
rN®: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urcopug GapmaXemukanueH MunageH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBECTAHLUWMW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudunkauum PeaynbTtarthl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus Complies /
npenapaTa He AOmkHa npeebIWaTh CooteeTcrayet
onanecueHUMO 3TanoHa cpaeBHeHus  |/Boabl
OYULIEHHOWN.
Color / LiBeTHOoCTb The product should be colorless or be comparable
to reference solution Y7. / NMpenapat agomkeH 6bITh Complies /
DecuBeTHLIM MNYM  BblaepXuvBaTb CpaBHEHWE C Coomeﬁ S
3TanoHoM Y7. y
Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010 / Ot 1,006 go 1,010
nnoTHocTh (d 20/20) 1,007
pH From5.5t06.5/0715,5006,5
59
Osmolality / OcmonanbHOCTL From 270 to 330 mOsmolkg / Ot 270 go 330
mMOcmonb/kr 270
Relative impurities / PoacTBeHHble npuMeck
Impurity A (hydrolysis product) / NMpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rupponuaa)
Impurity ZP-1 / Npumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnuHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUMLMPOoBaHHAas NPUMECh <LQ
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 %
<LQ
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOARYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3amuBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704530 BATCH Ne / MAPTWUA Ne /: 45332
MANUFACTURE DATE: / ATA U3rOTOBIEHUA: 10/2024 C.A /| CEPTU®UKAT AHAITNU3A: 5622/24
ANALYTICAL PROC. N°: / MIPOTOKON AHANU3A Ne: SRAS-9WACNM.5 EXP. / CPOK TrOAQHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIU UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTueHas
AokymenTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopug, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOM3BOOUTENA ®APMALIEBTUHECKOWU CYECTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOW CYECTAHLIUA NPOU3BOAUTENSA
Mo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NPOU3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

Surdppug PapmaXemukanued MuageH 'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYECTAHLUMWW: Germany / Fepmatms

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneundonkauum PeaynbTaThl
Assay / KonuyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopug hydrochloride/ Ot 92,5 o 105 mkr/mn 100,5

oKkcumMeTasonnHa rmgpoxnopuia.

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

Benzalkonium chloride / BeHzankoHust XA0puUA,
45 no 55 MKkr/mn 6eH3ankoHns xnopuaa

46

Microbial purity / Mukpobuonoruieckas
YucToTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml /
O6wee Yncno aspobHbix HakTepui He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CEU /ml /
(TYMC) / ObLiee uicno apoxoKeBbIX U 1
ANECHEBbLIX PUGOB 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/ OtcytctBue B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIU3A rOTOBOINO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ, NPOAYKTA: 704530 BATCH Ne / NAPTWUA Ne /: 45332
MANUFACTURE DATE: / BATA U3rOTOBJIEHWUA: 10/2024 C.A/ CEPTU®UKAT AHAJIN3A: 5622/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-OWACNM.5 EXP./ CPOK TOOQHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHELIA UICTOYHUK METOAOB AHATMU3A: Normative documentation / Hopmartnenas
aokymerTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOZ NPOOYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuua rugpoxnopug, MHH: Okcumerasonut

API MANUFACTURER BATCH NUMBER / HOMEP CEPVWW NMPOU3BOAUTENS ®APMALEBTUYECKOMN CYBCTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOWN CYECTAHLIMU MPOU3BOOUTENA
ro®: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemukanueH MungeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTESA ®APMALEEBTUMECKOU CYECTAHLIMU: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudunkaummn Pesynetathbl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska 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 NakoH TEMHOIo
CTeKna C HaBUHYMBAEMOW MONMUNPONUIEHOBON Complies /
KPbILLKOW CO BCTPOEHHOW NUNETKON 13 cTekna Tuna CooteeTcTBYET
3 (EBp. @.) u 6pombyTunkaydyka.
Mo 1 cnakoHy ¢ MHCTPyKLuel no
MPUMEHEHMIO B NAYKY KAPTOHHY!IO,

Labeling / Mapkupogka According to Normative documentation. / B
COOTBETCTBUN C HOPMATUBHOW Complies /
JOKYMEHTauuen. CootseTtcTByer

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbitue 25°C.

Shelf life / Cpok rogHocTm: 3 years (-1 month) / 3 roga (-1 mecau)

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuamM HJ
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A FrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaanBuH® kanny Ha3anbhble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45332
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 10/2024 C.A |/ CEPTU®UKAT AHANN3A: 5622/24
ANALYTICAL PROC. N°: / NTPOTOKOJT1 AHAITU3A Ne: SRAS-9WACNM.5 EXP. / CPOK FOOHOCTHU: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatveHas
nokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIM KOA NMPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOU CYBECTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxnopuan, MHH: OkcumeTtasonut

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOVU3BOAUTENSA ®APMALIEBTUMECKOMN CYBCTAHLIM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMM ®APMALEBTUYECKOW CYECTAHLUUW NPOU3BOAUTENA
MMao: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLIMMK: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanued Musaen M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENSA ®APMALEEBTUYECKOW CYECTAHLWWU: Germany / l'epmarus

BATCH REMARKS / lNpumevaHue ansa cepun:

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 cBuAETENLCTBYIO, YTO AaHHAA NapTusa NPOBEpeHa B
COOTBETCTBUM C pa3pelleHUeM Ha MapKeTUHT W EBpONeiickiM pykOBOACTBOM MO HaJnexaliel Npov3BOACTBEHHOW
npakTuke ANst NeKapCTBEHHBIX NPOAYKTOB.

ANALIST / AHanuTuk: Cl
i DECISION / 3a|<m0qerme //Zwﬂ/

Debora Almeida
DATE /flara:  Jp / /5&24

M. Inés Ribeiro
QUALIFIED PERSON / OTBeTcTBEHHOE NMULO:

i
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