SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A NOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUU KOA NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 45109
MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 09/2024 C.A /| CEPTU®UKAT AHAJTNU3A: 4618/24
ANALYTICAL PROC. N°: / MPOTOKON AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOQHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOQOB AHANU3A: Normative documentation / HopmatueHas
AokymeHTauma I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOWU CYBCTAHLUWUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPON3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOWU CYBCTAHUMU NPOU3BOAUTENA
Mo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENA ®APMALIEBTUYECKOUN CYBCTAHLMUM: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanveH Mungen MmoX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NMPOU3BOANTENA ®APMALIEBTUMECKOU CYECTAHUWMWU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudrmkaumm PesynbraTht
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpoapayHeii
MUNKX  NOYMTM MpO3payHbIl  PacTBOpP OT  MOYTH
6ecupeTtHoro ao cnabo-xenToro ugeTa.

Complies / CooTBeTCTBYET

Identity/ MognuHHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / 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. /
Bpemsa yAepXWBaHWS OCHOBHOrO MUKa Ha

Xpomartorpamme UCnbITYeMoro pacrteopa AONMKHO Complies / COOTBeTCTBVET
COOTBETCTBOBATb BpemMeHn yaepxmeaHuaA

OCHOBHOTO nuka Ha XpoMarorpamme
CTaHgapTHOro  pacteopa  OKCUMeETasonuHa
ruapoxnopuaa, nosy4eHHolk npu

KONW4eCTBEHHOM onpeneneHnn.

Benzalkonium chloride / BeHsankoHus Retention time of the main peak in the
xnopuva 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
yaepxnsaHus OCHOBHOrIO nuka Ha XpomMmartorpamme Comp"es / COOTBeTCTByeT
MCNbITYeMOro pacteopa AODKHO COOTBETCTBOBATH
BPEMEHN YOEepXWBaHWS OCHOBHOFO MWKa Ha
Xpomarorpamme CcTaHaapTHOro pacTteopa
GeH3ankoHust  xrnopuaa,  NOMy4YeHHOW  npw
KONMYECTBEHHOM onpeaeneHnn.

Clarity / Mpo3apayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapara He DOMKHa npesblLaTh
onanecueHUMI0 3TanoHa cpaBHeHus |/Boabl
OYULLEHHON.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasnBus® kannu HasanbHble 0,025% Poccuna /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531

BATCH Ne / MAPTUSA Ne /: 45109

MANUFACTURE DATE: / ATA U3rOTOBJIEHWUA: 09/2024

C.A /| CEPTUOUKAT AHAJTIU3A: 4618/24

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATNTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTMW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUMK METOAQOB AHANWU3A: Normative documentation / HopmatveHas

nokymeHTauua 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOL, NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOU CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetasonuna rugpoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENSA ®APMALIEEBTUYECKOW CYBCTAHLIUMK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHUWUW NPON3BOAUTENA

Mo: 24010263

API MANUFACTURER NAME /

HAUMEHOBAHME NMPOU3BOAWUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urcdopua PapmaXemvkanmeH MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOANTENA PAPMALEEBTUYECKOW CYECTAHLIMW: Germany / Fepmatus

TESTS
Moka3aTtenu

SPECIFICATIONS
Cneuudumkaumnm

RESULTS
Pe3ynbTaTthbl

Color / UBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapat aomkeH 6bITb
fecuBeTHBIM UV BblAEpPXWBaTL CpaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ O1 1,006 ao 1,010

nnoTtHocTh (d 20/20) 1.007
pH From5.5t06.5/0715,5 06,5
5.9
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmolkg / Ot 270 go 330
mOcmone/kr
280
Relative impurities / PoacTBeHHble npuMecn
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rupponuaa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuynas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUUUMPOBaHHAas NpUMeCch
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnuectBeHHOe onpeaenexHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 yg/mL of oxymetazoline
OkcumeTtasonnHa rugpoxnopug hydrochloride/ Ot 237,5 go 262,5 mkr/mn 248.9
OKCYMETAa30NMHa rMapoxnopuaa. )
Benzalkonium chloride / BenaankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn 6eHsankoHna xnopuga 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu Ha3sanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA MPOQYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45109

MANUFACTURE DATE: / DATA U3rOTOBINEHUA: 09/2024

C.A/ CEPTU®UKAT AHAJTU3A: 4618/24

ANALYTICAL PROC. N°: / MIPOTOKOIT AHAINIU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TrOAHOCTW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIXK UICTOYHUK METOOOB AHAMNW3A: Normative documentation / HopmaTusHas

AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KOQ, NPOAYKTA KINUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALEEBTUYECKOU CYBECTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOOUTENA ®APMALIEBTUYHECKOW CYBCTAHLUUN:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLIMM MPOU3BOAUTENSA

MNo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBECTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urdppua PapmaXemukanued MuHgeH Mu6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHUWUU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundukauum Pesynbrarhl
Microbial purity / Mukpobuonorudyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CEU / ml /
06 " <1 CFU/ml
LLee Yncno aspobHbix HakTepun He Bonee 10% KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml /
ObLwee 4ncno apoxoKkeBbIX U NNECHEBLIX rpubos <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn

Absence in 1 ml/ OtcyTcTBue B 1 Mn

Absence in 1 ml/ Otcytctene 8 1 mn

Absent / OtcyTcTtByloT

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. / Ilo 10 mn npenapara 8o fakoH TEMHOrO
cTekna € HaBWHYMBAEeMoOW NOMMNPONUNEHOBOW
KPbILUKOW CO BCTPOEHHOW MUMNETKON U3 CTekna Tuna
3 (EBp. @.) u 6pombyTUnKayyyka.

Mo 1 conakoHy C MHCTPYKUMEN NO

NPYMEHEHMIO B NAYKy KapTOHHY!O.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUWU C HOPMATUBHON
AOKyMeHTauuen.

Complies / CooTBeTtcTayeT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazaueumH® kannu nasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45109
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 09/2024 C.A [ CEPTU®UKAT AHAIN3A: 4618/24
ANALYTICAL PROC. N°: / MPOTOKOJT1 AHAJNTU3A Ne: SRAS-O9WACRV.2 EXP./ CPOK TOOAHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®GEPEHTHbI UICTOYHUK METOJOB AHANU3A: Normative documentation / HopmatneHas
aokymeHTauua N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOJ NPOAIYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEEBTUYECKOW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rupgpoxnopua, MHH: OkcrmeTasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPON3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLIUMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALEEBTUYECKOW CYECTAHLIMW NPOU3BOOUTENA
rno: 24010263

APl MANUFACTURER NAME / .
HAMMEHOBAHMWE NPOU3BOAUTENA ®APMALEEBTUYECKOWN CYBECTAHLIUK: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanueH MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundomkauumn Pesynbrarthl

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

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

REMARKS / MpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTCcTBYET TpeboBaHuam HI

BATCH REMARKS / NpumevaHue gns 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 CBWAETENLCTBYIO, YTO AAHHAA NapTUs npoeepeHa B
COOTBETCTBAM C paspelleHMeM Ha MapkeTuHr U EBponeickum pykoBOACTBOM MO Haanexailei npousBoACTBEHHOW
npakTuke 4715 NnekapcTBeHHbIX NPOAYKTOB.

£

ANALIST / AHanuTuk: . .

e DECISION / 3akmioueHme: M @/Qﬂ(
DATE / flaTa: H/OQZ 7oLl

M. Inés Ribeiro QUALIFIED PERSON / OrBeTcTEEHHOE NNULO:

4/4
IMP.5.11




