SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAINTU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOJ NMPOARYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30507
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 04/2023 C.A/ CEPTUOUKAT AHAIN3A: 2778/23
ANALYTICAL PROC. N°: / MPOTOKON AHANMU3A Ne: SRAS-9WACUGB.4 EXP./ CPOK rOOQHOCTMW: 04/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIW UCTOYHUK METOQOB AHANU3A: Normative documentation / HopmaTtusHas
gokymeHtauws NN012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOJ NPOAYKTA KNMEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALEEBTUYECKOW CYECTAHLIUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUU: 22100367

API MANUFACTURER NAME / .
HAWMEHOBAHWUE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYECTAHLMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAWUTENA ®APMALIEBTUMECKOWN CYBECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudcuxkauun PesynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayuHeiit Complies / CooTeeTcTByeT
WNU NoYTU Mpo3padHbii  pacTBop OT MOMTU
BecupeTHoro fo cnabo-XenToro yseTa.

Identity/ NloanuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpema  yaepkuBaHWS  OCHOBHOrO nuka  Ha
XpoMaTorpaMme UCnbITYemMoro pacrtsopa AOMmKHO
COOTBETCTBOBATL BPEMEHU YAepXUBaHUA
OCHOBHOIO MNWKa Ha XpoMaTorpaMme CTaHAapTHOro
pacTBopa OKCHMETa3oNMHa ruapoxnopuaa,
NONYYEHHON NPU KONWYECTBEHHOM ONpeaeneHnn.

Benzalkonium chloride / BenzankoHus Retention time of the main peak in the
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CootBetcTByeT
solution obtained in the Assay test. / Bpems
YAEPXUBAHUS OCHOBHOrO NUKa Ha XpoMaTtorpamme
UCNbITYeMOro pactsopa AOMKHO COOTBETCTBOBATL
BPEMEHU yAEpPXWUBaAHUA OCHOBHOFO MUKa Ha
xpomaTtorpammve cTaHgapTHoro pacTeopa
GeHsankoHus  xnopuga,  NOMYYeHHOW  npw
KONUYECTBEHHOM ONpegeneHyn.

Clarity / MpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus

npenaparta He [ONXHa npeebiwate | Complies / CootBeTcTBYET
onanecueHUWo 3TanoHa cpaBHeHus |/Bopbl
OYULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NMPOAYKTA

| PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazanenH® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUN KOA NPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30507

MANUFACTURE DATE: / OATA U3rOTOBNEHWSA: 04/2023

C.A |/ CEPTUDUKAT AHAIN3A: 2778/23

ANALYTICAL PROC. N°: / TPOTOKON AHAJIN3A Ne: SRAS-9WACU6.4

EXP./ CPOK TrOAHOCTW: 04/2026

 ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWK METOOOB AHAJNIU3A: Normative documentation / HopmaTtusHas

AokymeHTaumsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KNMUEHTA: 81775839

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKON CYECTAHLIMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOWN CYBCTAHLINK: 22100367

APl MANUFACTURER NAME /

HAUMEHOBAHWE MPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTARLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAMUTENA ®APMALIEBTUMECKOW CYECTAHLIMU: Germany

TESTS
MokasaTenu

SPECIFICATIONS
Cneuudomkaunmn

RESULTS
Pesynbrath!

Color / LBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT AomkeH ObiTb
GecupeTHbEIM NN BblAEPXWBATL CpaBHEHUe ¢
aTanoHom Yz.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTensHan

From 1.006 to 1.010/ Ot 1,006 o 1,010

MNOTHOCTS (d 20/20) 1.007
pH From5.5t06.5/01557006,5 59
Osmolality / OcMonansHocThL From 270 to 330 mOsmol/kg / Ot 270 pgo 330 285

mOcmonb/kr

Related substances / PoacTBeHHble npuMecu

Impurity A (hydrolysis product) / Mpumecb A
(npoayxT rugponunaa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHuyHas
HenaeHTUMULMPOBaHHASA NPUMECh

Total impurities/ Cymma npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He Gonee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detectlon Limit

Assay / KonnyecTBeHHOe onpeaenenue

Oxymetazoline hydrochloride / OkcumeTasonuHa
rMapoxnopva

Benzalkonium chloride / BensankoHus xnopug,

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ OT 475 po 525 mkr/mn
OKCMMETAa30MuHa rMapoxnopuaa.

From 45 to 55 ug/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eH3ankoHns xnopuaa

499

52
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO[1 MTPOAYKTA: 704532 BATCH Ne /TTAPTUA Ne /: 30507
MANUFACTURE DATE: / AATA U3FOTOBJIEHUSA: 04/2023 C.A/ CEPTUOUKAT AHATIN3A: 2778/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOQHOCTMU: 04/2026

ANALYTICAL REFERENCE / PEOEPEHTHbLIM UCTOYHUK METOJOB AHANU3A: Normative documentation / HopmaTveHas
AokymeHTtauma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA MPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUMECKOMW CYECTAHLMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYBCTAHLUWN: 22100367

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAWUTENA ®APMALIEBTUYECKOW CYECTAHRLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOJUTENA GAPMALIEBTUMECKOMW CYECTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuundoukauuu PesynbTaThbl
| Microbial purity / Mukpobuonoruueckas
4yucrorta
Total aerobic microbial count (TAMC) / O6uee Not more than 10> CEU / ml /
" <1 CFU/ml
yncno aspobHbix GakTepuin He Gonee 102 KOE/mn
Tatal combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/ <1 CFU / mi
OBLiee Yncno ApoioKeBLIX W NrecHeBbIX rputos i

He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 M

Absent / OtcyTtcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeue B 1 M

Absent / OtcyrerayioT
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. / No 10 mn npenapara 8o hnakoH TEMHOMO
CTeKna C HaBMHYMBAEMOW NONUNPONUINEHOBON
KPbILWKOA CO BCTPOEHHOW NUNETKOM U3 CTekna TMna
3 (EBp. ®.) u GpomByTnnkayuyka.

Mo 1 chnakoHy ¢ UHCTPYKUME No NpUMEHEHWIO B

Nnavky KapTOHHYO.

Complies / Cooteetctayer

Labeling / Mapkuposka According to Normative documentation., / B
COOTBETCTBIMN C HOPMATUBHOW JOKYMEHTaLuen, Complies / CooTsetctayet

Storage / XpaHeHue: At temperature below 25°C. / Mpv TemnepaType He Boiwe 25°C.,

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANKN3A rOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOJ NMPOOYKTA: 704532 BATCH N2/ NAPTWUA Ne /: 30507
MANUFACTURE DATE: / QATA U3FrOTOBNEHRWA: 04/2023 C.A/ CEPTU®UKAT AHANU3A: 2778/23
ANALYTICAL PROC. N°: / MPOTOKOM AHAJTU3A Ne: SRAS-OWACU6.4 EXP./ CPOK rOQHOCTW: 04/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOQOB AHAJU3A: Normative documentation / HopmatueHast
| AokymeHTauma [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA, MPOOYKTA KNUEHTA: 81775839

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOM CYBECTAHUUM: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPVW ®APMALIEBTUMECKOW CYBCTAHLNKU: 22100367

' APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYMECKOWN CYBCTAHUMWW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NMPOU3BOOUTENA PAPMALEBTUYECKOU CYECTAHUWNU: Germany

REMARKS / Npumeuanue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHnam HI

BATCH REMARKS / Mpumeyanune ana 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. / [aHHbIM CBMAETENLCTBYIO, YTO A&HHAN NapTWA NpoBepeHa B
COOTBETCTBUKU C pas3pelleHMeM Ha MapkeTwHr u EBponeickum pykoBOACTBOM MO Hagnexaiiein nponsBoACTBEHHOW
npakTuKe A5 NIeKapCTBEHHbIX NPOAYKTOB.

ANALIST / Avanutuk:
DECISION / 3akntoueHue: ‘\2 z‘va

Miguel Rocha DATE / fara: oBLfo% /7%02%
M. Inés Ribeiro
QUALIFIED PERSON / OTBeTCTBEHHOE NULIO:
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