SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu HasansHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704530 BATCH Ne / TAPTUSA Ne /: 44453
MANUFACTURE DATE: / ATA U3TOTOBNEHUA: 04/2024 C.A/ CEPTUOUKAT AHATIU3A: 2094/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAJIU3A Ne: SRAS-QWACNM.5 EXP. / CPOK TOOQHOCTMU: 03/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIA UCTOYHUK METOAOB AHAJNMU3A: Normative documentation / HopmatneHas
aoxkymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO, NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEEBTUMECKOW CYBCTAHLUUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuxa rugpoxnopus, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAVUTENA ®APMALEEBTUYECKOW CYBCTAHLINK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALEEBTUYECKOW CYECTAHUMWN NPOU3BOAUTENA
M®: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIMMK: Siegfried PharmaChemikalien Minden GmbH /

3urcppun PapmaXemukanuen Munigen MoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOW3BOAUTENSA ®APMALIEBTUMECKOU CYBCTAHLIUW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneundukauumu i PesynbTraTthbl
Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies /
npenapara He JonxHa npeBblWaTe Cootsercrayer
onanecueHUMi0 3TanoHa cpaBHeHus |/Boabt
OUYULLIEHHOM.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat aonxeH ObITh Complies /
fecuBeTHbIM WNK  BblAEpXUBaTb CpaBHeHWE C Coomeacm T
3TanoHom Y7. ye
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / Ot 1,006 go 1,010
nnoTHocTk (d 20/20) 1,006
pH From5.5t06.5/0T155006,5
59
Osmolality / OcmonsnbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 ao 330
MOcmonb/Kr 283
Relative impurities / PogcrBeHHble npumecu
Impurity A (hydrolysis product) / lMpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponusa)
Impurity ZP-1 / Npumecsy ZP-1 Not more than 0.5 % / He 6onee 0,5 % <D
Individual unidentified impurity / EanHuyHan Not more than 0.1 % / He 6onee 0,1 %
HeuaeHTUPNLMPOBaHHAA 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 AHAJTU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3nBuH® xannu HasanbHblie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44453
MANUFACTURE DATE: / BATA U3TOTOBJIEHUA: 04/2024 C.A/ CEPTU®UKAT AHATTNU3A: 2094/24
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAITU3A Ne: SRAS-9WACNM.5 EXP. / CPOK rOAHOCTM: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA MICTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmatnsHag
nokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ, MPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetaszonuHa rngpoxnopua, MHH: OxcumeTtasonun

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLWU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYECTAHLIUM NPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / .
HAWMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLMWUM: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua dapmaxXemukanvend MuHaer TmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOU CYBCTAHLUMWU: Germany / 'epmarus

TESTS SPECIFICATIONS RESULTS
Nokasarenu Cneuudunkauun Pe3zynbrathl

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3payHsbii
N NOYTU Mpo3payHbii  pacTBOp OT  NOYTH
6ecugeTHoro o cnabo-xenToro UseTa.

Complies/
CooTBeTCcTBYET

Identity / NoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepXuBaHWA  OCHOBHOrO nNUKa Ha )
XpomaTorpamMme UCTbITYEMOro PacTBopa AOMKHO Complies /

COOTBETCTBOBaTb BpeMeHNn yOEepXKUBaHUA CootBercTayer
OCHOBHOrO NUKa Ha XxpomaTtorpamme CTaHAapTHOro
pacTtBopa OKCMMETa3onuHa rugpoxnopuaa,
Nony4eHHON Npy KOJINYECTBEHHOM onpeaeneHum.

. . Retention time of the main peak in the
Benzalkonium chloride / BensankoHus 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
yAepXvBaHuUSA OCHOBHOIO nuka Ha Complies /

XpomMaTtorpaMMe UCTbITYEMOro pacTeopa AOMKHO CooTBeTCTBYET
COOTBETCTBOBATH BpEMeHU yAepXnsaHus
OCHOBHOIO nuka Ha Xpomarorpamme
cTaHgapTHoro pacrsopa beHaankoHus xnopuaa,
NONy4eHHOM NpX KONMYECTBEHHOM onpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704530 BATCH Ne / MAPTUSA Ne /: 44453
MANUFACTURE DATE: / OATA U3TOTOBNEHUA: 04/2024 C.A | CEPTU®OUKAT AHANU3A: 2094/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJITU3A Ne: SRAS-QWACNM.5 EXP. / CPOK FrOOHOCTM: 03/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOOB AHAJIU3A: Normative documentation ! HopmartusHas
pokymeHTauusa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KO[, NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHMWE ®APMALIEBTUYECKOMN CYECTAHLIMKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa ruapoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWU NPOU3BOAUTENA ®APMALIEBTMMECKOW CYBECTAHLIMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHLIMX NPOM3BOAUTENSA
rMo: 23120291

API MANUFACTURER NAME / :
HAUMEHOBAHME NMPOU3BOOUTENS ®APMALIEBTUYECKOW CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanued Murger TmM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALEEBTUYECKOU CYECTAHUMUW: Germany / l'epmanuna

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuundumxaumm PesynbTaTthbl

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 B0 NaKOH TEMHOro
cTekna C HaBMHYMBAEMON MOMWMPOMUNEHOBOH Complies /
KPbILUKOM CO BCTPOEHHO NUMETKON U3 cTekna tmna CooTBeTtcTBYET
3 (EBp. ®.) u 6pombByTUnkay4yka.
Mo 1 cnakoHy ¢ MHCTPyKLMEi No
NMPUMEHEHUIO B NaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOMN Complies /
OOKyMeHTauuen. CooTBeTcTBYET

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

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

REMARKS / NpumeyvaHue:
The Product conforms to ND/
MpopykT cooTBeTCTBYET TpeboBaHuam HJl
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ MPOAYKTA: 704530 BATCH Ne / MAPTUSA Ne /: 44453
MANUFACTURE DATE: / OATA U3ITOTOBNEHWA: 04/2024 C.A/ CEPTUDUKAT AHATNU3BA: 2094/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOQHOCTW: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHbBIU MICTOYHUK METOLOB AHAINU3A: Normative documentation / HopmatueHas
aokymeHTaums N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KOJ NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: Okcumertasonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPVW MPOU3BOANTENSA ®APMALIEBTUMECKOW CYECTAHLIMM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOU CYBECTAHLWUU NPOU3BOAUTENA
No: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHME MPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanued MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUNWU: Germany / "'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukauum PesynbTartb!
Assay / KonnyectBeHHoe onpeaeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopua hydrochloride/ Ot 92,5 no 105 mkr/mn 99,0

OKCUMeTasonlHa rugpoxnopuaa.

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

Benzalkonium chloride / BeHsankoHua x10pua
45 po 55 mkr/mn 6eH3ankoHna xnopuaa

46

Microbial purity / Mukpo6uonoruyeckas
yncrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml /
O6uyee yncno aapobHbix GakTepui He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10' CEU / ml /
(TYMC) / Obee uncno gpoxokeBbIX U 1
MNIECHEBbIX TPUGOB 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/ OtcyTtcteue B 1 Mn Absent/ml
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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/ HaanBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44453
MANUFACTURE DATE: / AATA U3rOTOBINEHUA: 04/2024 C.A /| CEPTU®UKAT AHAIIU3A: 2094/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP. / CPOK FOOHOCTMW: 03/2027

ANALYTICAL REFERENCE /| PE®EPEHTHbIW MICTOYHUK METOAOB AHAJNU3A: Normative documentation / HopmaTtusHas
nokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL MPOAOYKTA KIUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHMUE ®APMALIEBTUYECKOU CYBCTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuxa ruapoxnopua, MHH: OkcumetasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEEBTUYECKOU CYBECTAHLINK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLIUU NPON3BOAUTENA
ro: 23120291

APl MANUFACTURER NAME /

HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanueH MvunaeH M'meX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHUWUU: Germany / Tepmatus

BATCH REMARKS / MpumeyaHue ansa 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. / [JaHHbIM CBUAETENLCTBYIO, YTO A3HHAA napTus nposepeHa B
COOTBETCTBUM C paspellieHMeM Ha MapKeTUHr M EBponeiickum pykoBOACTBOM MO Haanexalleit NpovsBOACTBEHHOW
rpakTuke AN NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanUTUK:
Vera Lopes DECISION / 3a|<moqe|-me ﬂg? O \/20(
e DATE / farta: 10 Zl(
M. Inés Ribeiro .
QUALIFIED PERSON / O'raercmeuﬂoe nuuo: L \Q
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