SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A FrOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO MPOLOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44721
MANUFACTURE DATE: / BATA U3FOTOBMEHUA: 05/2024 C.A/ CEPTUOUKAT AHANU3A: 3113/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTIU3A Ne: SRAS-9WACUG.4 EXP. / CPOK FrOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOMHUK METOOOB AHAIMU3A: Normative documentation / HopmaTueHas
AokymeHTauma [N N012564/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[, NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUWE ®APMALEEBTUMECKOW CYECTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OKCMMETa3onuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOM CYBCTAHLUU NPOU3BOAUTENSA
rMMo: 23120292

APl MANUFACTURER NAME / ;
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALEEBTUYECKOWU CYBECTAHLUU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanued Muraen Mmb6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOW3BOAUTENA PAPMALEBTUYECKOU CYECTAHLUWWN: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundumxkaummn Pesynbtathbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Npo3spayHbii Complies / CooTeeTcTBYET
MM MOYTU NPO3padHbil  pacTBOp OT MNOYTH
6ecuseTHOro Ao cnabo-xenToro LgeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
Okcumetaszonuna ruppoxnopug, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
Bpemsa yaepxuBaHWS  OCHOBHOTO TNuka Ha
XpomaTorpaMme MUCNbITYEMOrO pacTeopa LOSIKHO
COOTBETCTBOBATL BpEMEHU yAepXuBaHusi
OCHOBHOIO NKKa Ha XpomaTtorpaMmme CTaHAapTHOro
pacTeopa OKCMMETAa30MNunHa rmapoxnopuaa,
Nony4YeHHOW NpU KONIMYECTBEHHOM ONpeaeneHuu.

Benzalkonium chloride / BeHzankoHus 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
yAEPXVBaHKSA OCHOBHOIO NUKa Ha XpomaTorpamMme
MCMbITYEMOro pacTeopa A0MKHO COOTBETCTBOBATL
BPEMEHN YAEPXMBAHWA OCHOBHOFO MMKa Ha
XpomartorpaMmmMme cTaHaapTHOro pacteopa
6eH3ankoHMs  xnopuzaa,  NONyYeHHOW  npu
KONMWYECTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO[ MPORYKTA: 704532

BATCH Ne / MAPTHUSA Ne /: 44721

MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 05/2024

C.A /| CEPTU®UKAT AHANU3A: 3113/24

ANALYTICAL PROC. N°: / TPOTOKOI AHAJTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK FrOQHOCTW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UCTOYHUK METOAOB AHAJIM3A: Normative documentation / Hopmatushas

AokymeHTaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, NPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuda rugpoxnopua, MHH: OkcumerasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPV MPON3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIMK:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALEEBTUYECKOWU CYECTAHLIUM NPOU3BOJNTENA

rMo: 23120292

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOANUTENS ®APMALIEBTUYECKOW CYBECTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemvkanmeH MungeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOOUTENSA ®PAPMALEEBTUYECKOWN CYBECTAHUWU: Germany / lepmanns

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneuudukauum

RESULTS
PesynbTath!

Clarity / Mpo3pa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuua
npenapata He AormkHa npeBbIWaTh
onanecueHUMIi0 3TarioHa CpaBHeHus  1/Boabt
OMULLIEHHON.

Complies / CooTBeTcTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / penapat aomkeH bbb
BGeclBeTHbLIM WK BLIAEPXKUBATL CPaBHEHUE C
aTanoxom Y7.

Complies / CooTtBeTCTBYET

Relative density (d 20/20) / OtHocuTenbHan

From 1.006 to 1.010/ O1 1,006 a0 1,010

nnoTtHocTh (d 20/20) 1.008

pH From 55t0 6.5/ 015,5 no 6,5 59

Osmolality / OcmonsanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330 208
MOcmMone/kr

Related substances / PoacTBeHHble npuMecu

Impurity A (hydrolysis product) / lMpumech A Not more than 0.5 % / He 6onee 0,5 %

(npoayKT rmaponusa) <LD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EauHnynas Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUULMPOBaHHAA NPUMECH <LD

Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL, MPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /. 44721
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 05/2024 C.A/ CEPTU®UKAT AHANU3A: 3113/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOAHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOOOB AHANW3A: Normative documentation / HopmatueHas
AokymenTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[ NPOAYKTA KNUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa ruapoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPON3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUW:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOU CYBCTAHLUMM NPOU3BOOUTENA
Mo: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdopug PapmaXemukanmed MuHgeH FmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOU CYECTAHLIUWK: Germany / epmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneundounkaumu PesynbTrathl

Assay / KonuyecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 494
rmapoxnopuza hydrochloride/ OT 475 o 525 mkr/mn
OKCUMETA30MNMHA rMApoXnopuaa.

Benzalkonium chloride / BeHsankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 po 55 mkr/mn 6eH3ankoHns xnopuaa

Microbial purity / Mukpo6buonorudeckas
YucroTa

Total aerobic microbial count (TAMC) / Obwiee Not more than 10> CEU /ml / <1 CFU/ ml
yucno as3pobHbIx bakTepuin He Gonee 102 KOE/Mn m

Total combined yeast and molds count (TYMC) / Not more than 10" CEU /mi/ <1 CFU/ml
ObLyee Yncno APOXKEBbIX U MNecHeBbIX rpubos He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBune B 1 Mn

Absent / OtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 mn

Absent / OtcyTcTByIOT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / Cootsetcrayer

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. / Mo 10 mn npenapata Bo ¢hnakoH TEMHOro

CTeKna ¢ HaBUHYMBAEMOM MONUNPONUNEHOBON

KPbILUKOW CO BCTPOEHHOW NUMNETKOW U3 cTekna Tuna

3 (EBp. 9.) n 6pombyTunkaydyka.

Mo 1 dnakoHy ¢ MHCTPYKUMNEN NO NPUMEHEHNIO B
NaYky KapPTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATNIN3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HasanbHbie 0,05% Poccun /

ARTICLE CODE / BHYTPEHHUM KOf NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44721
MANUFACTURE DATE: / JATA U3IOTOBNEHUA: 05/2024 C.A /| CEPTUDUKAT AHAITU3A: 3113/24
ANALYTICAL PROC. N°: / MPOTOKON AHATIU3A Ne: SRAS-SWACU6.4 EXP./ CPOK TOAQHOCTW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHLIM UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas
nokymeHtaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA NPOAYKTA KITUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| Okcumetazonuua rugpoxnopua, MHH: OkcumerasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENSA ®APMALIEBTUMECKON CYBCTAHLUUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUMECKOW CYECTAHLIMM MPOU3BOAUTENA
rNo: 23120292

API MANUFACTURER NAME / ]
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanuend MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLIUN: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukaumnmn PesynbTaTthl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTsercrayer
COOTBETCTBUM C HOPMATUBHOMN JOKYMEHTaLVEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Boitue 25°C.

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

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboraHuam HL

BATCH REMARKS / lNpume4aHune gns cepumm:

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 cBUAETENLCTBYIO, YTO AaHHas NapTUs NpoBepeHa B
COOTBETCTBMM C pas’pelueHWEM Ha MapKeTWHr U EBponenckMM pyKOBOACTBOM NO HaAnexauwerd Npovu3BOACTBEHHON
NpaKTUKe Ans NekapcTBeHHLIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJl MPORYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44721
MANUFACTURE DATE: / JATA U3FOTOBNEHWA: 05/2024 C.A /| CEPTU®UKAT AHAJTU3A: 3113/24
ANALYTICAL PROC. N°: / MTIPOTOKON AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FrOOQHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbIX UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTusHas
nokymeHtauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KITMEHTA: 81775839

APl NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumertaszonuHa rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUMW:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYECTAHUMN NPOU3BOOUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanmeH MuHaeH M'm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHUWWU: Germany / Fepmanus

ANALIST / AHanutuk:

Sénia Chainho DECISION / 3axmoqeuue r/ ’fV #
DATE / fara: 1§ ag %

Jodo Melo
QUALIFIED PERSON/ OTBeTCTBeHHoe nuuo:
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