SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ MPOOYKTA: 704532 BATCH Ne / NAPTUA Ne /: 44656
MANUFACTURE DATE: / JATA U3IrOTOBIEHUA: 05/2024 C.A /| CEPTUOUKAT AHANU3A: 3065/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJITU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FrOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmaTusnas
AokymeHTaumns 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOZl NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLIUU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU ®APMALIEBTUYECKOU CYECTAHLIMKU NPOU3BOAUTENA
Mao: 23120292

API MANUFACTURER NAME / 5
HAWMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urchpun PapmaXemukanver MungeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUWU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudomkauumn PesynbTaThl
Description/ Onucanme Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbiii Complies / CooTseTcTayeT
WNM NOMTU TMPO3payHbIfl  PacTBOP OT MNOYTU
6ecueTHOro 4o cnabo-XenToro useTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTasonuHa rugpoxsopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /| Complies / CooTBeTcTBYET
Bpems yaepxuBaHWsi OCHOBHOrO MuKa Ha
XpoMaTtorpaMme WCMbiTyeMOro pacTeBopa [OMKHO
COOTBETCTBOBATH BpeMeHU yAepXuBaHus
OCHOBHOTO NKKa Ha XxpomaTtorpaMme CTaH4apTHOro
pacTBopa OKCUMETAasoNMuHa ruapoxnopuaa,
NOJSTYHEHHOM NPM KONIMYECTBEHHOM ONpeAENeRnu.

Benzalkonium chloride / BeHzankoHnus Retention time of the main peak in the
xnopun 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
yAEPXKUBAHWS1 OCHOBHOIO NMKa Ha XpoMaTorpaMme
UCMbITYeMOro pacTeopa AO0SKHO COOTBETCTBOBATL
BPEMEHU YyAEpXMBaHWS OCHOBHOIO Muka Ha
XpomaTtorpamme CTaHAapTHOro pacTeopa
6eH3ankoHua  xnopuaa, NOflyYeHHON  Mpwm
KONMYECTBEHHOM onpeaeneHnu.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KO MPOAYKTA: 704532 BATCH Ne / MAPTUSR Ne /: 44656
MANUFACTURE DATE: / OATA U3rOTOBJEHWUA: 05/2024 C.A /| CEPTU®UKAT AHATIU3A: 3065/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAJIU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK TOAHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTtusHas
nokymenTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOl MPOAYKTA KIUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHWE ®APMALIEEBTUMECKOU CYBECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumeTasonuHx:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOVU3BOAUTENA ®APMALEEBTUYECKOWN CYBCTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYBCTAHLIUM NPOU3BOOAUTENA
rNo: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHMWE NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
3urdopua PapmaXemukanued Munaed M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYECTAHLINN: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
MNokasatennu Cneuundukaumm Pesynbrarhbl
Clarity / Npo3pa4HocTb The opalescence of the product should not exceed | Complies / CooTBeTcTBYET

the opalescence of the reference
suspension l/purified water. / OnanecueHuusa
npenapara He [OMXHa npesbIWaTh
onanecueHUMIi0 3TanoHa cpaBHeHus /oAbt
OYMLLEHHOMN.

Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y. / MNpenapat gomnxeH 6biTb
fGecuBEeTHbIM UMW BbIAEPXMBATL CpaBHEHUE C
aTanoHom Yz.

Complies / CootBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 go 1,010

nnoTHocTb (d 20/20) 1.008

pH From 5.5t06.5/0T15,5 06,5 59

Osmolality / OcmonsnbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 ao 330 290
mMOcmonb/Kr

Related substances / PoactBeHHble npuMecu

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

(NpoAykT ruaponusa) <LD

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

<

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

HenaeHTUULMPOBaHHas NPpUMeCh <LD

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITN3A IrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOR NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44656
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 05/2024 C.A /| CEPTUOUKAT AHATNN3A: 3065/24
ANALYTICAL PROC. N°: / MIPOTOKOI AHAIN3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOQHOCTMU: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTusHas
AokymeHTaumns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOl NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumMeTazonuHa rugpoxnopua, MHH: OkcumertaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ® APMALIEBTUYECKOW CYBCTAHUUWN NPOU3BOOUTENA
rMNo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHUUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmeH Mungen MTu6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA PAPMALEBTUHMECKOWN CYECTAHLUUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuundunkaumm PesynbraThl

Assay / KonuyecTBeHHOe onpeaenexHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 496
ruapoxnopug hydrochloride/ O1 475 po 525 mkr/mn
OKCUMETa30MUHA M’MAPOXNOpUaA.

Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 no 55 mkr/mn 6eH3ankoHua xnopuaa

Microbial purity / Mukpo6uonoruuyeckas
yucrorta

Total aerobic microbial count (TAMC) / Obuiee Not more than 10> CFU /mi / <1 CFU / ml
yncno aspobHbix GakTepui He 6onee 10% KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml/ <1 CEU / mi
ObLee 4icno apoicKeBbIX U NNECHEBbLIX rpubos He Gonee 1 01 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 mn

Absent / OrcyTtcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcyTtcTBre B 1 mn

Absent/ OtcyTcTBylOT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CootseTtcTBYET

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 ¢pnakoH TEMHOro

CTekrna ¢ HaBUHYMBaeMoun NONMNPONUIIEHOBOM

KpBILLKOW CO BCTPOEHHOW NUNETKOW U3 cTekna tuna

3 (EBp. ®.) u BpombyTUNKaydyka.

Mo 1 chnakoHy € MHCTPYKUMEN MO NPUMEHEHNIO B
NaqyKy KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBMH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOf NMPOOYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 44656
MANUFACTURE DATE: / OATA N3rOTOBINEHUA: 05/2024 C.A /| CEPTUDUKAT AHATIU3A: 3065/24
ANALYTICAL PROC. N° / TPOTOKOM AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOQHOCTW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METOOOB AHAINWU3A: Normative documentation / Hopmatusras
nokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA NPOAYKTA KINUEHTA: 81775839

APl NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUYECKOM CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTaszonuHa ruapoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPMW MPOU3BOAWUTENSA ®APMALIEBTUYECKOW CYECTAHLIMM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLMN NPON3BOANUTENA
rMo: 23120292

AP! MANUFACTURER NAME / .
HAMMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

Burcbpug PapmaXemukanueH MuuaeH F'm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENSA ®APMALIEBTUMECKOW CYBCTAHLUWKN: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneundpmkaumm Pesynbtathbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / Coorsetctayer
COOTBETCTBUM C HOPMATUBHOMN AOKYMEHTaLMEN.

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

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

REMARKS / NpumevaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHuam HI

BATCH REMARKS / NpumeyaHue 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. / [laHHbIM cBMAETENLCTBYIO, YTO AaHHas napTus NposepeHa B
COOTBETCTBUU C Pa3pPELUEHUEM HA MapKeTMHr M EBPONENCKMM PyKOBOACTBOM MO HaArnexalled npou3BoACTBEHHOW
npakTuke ANst NekapcTBEHHbIX MPOAYKTOB.

4/5
IMP.6.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOJl MPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 44656
MANUFACTURE DATE: / BATA U3rOTOBINEHHWA: 05/2024 C.A /| CEPTU®UKAT AHAJTU3A: 3065/24
ANALYTICAL PROC. N°: / MPOTOKOI AHAINN3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TOAHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UICTOYHUK METOOQOB AHAINWU3A: Normative documentation / HopmatusHas
AokymeHTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA, NMPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumetazonuHa rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOANTENSA ®APMALEBTUYECKOMN CYBCTAHLIMM:
23202119

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPU/N ®APMALIEBTUYECKOU CYBCTAHLUWN NPOU3BOAUTENA
Mo: 23120292

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
Surdppua PapmaXemukanveH Munger MmbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOANUTENA ®APMALEBTUYECKOU CYBCTAHLMN: Germany / FepmaHus

ANALIST / AHanuTuk:

S6nia Chainho DECISION / 3aknioyeHue: Anf’ﬂ'u}/-? 0‘/ ol
) DATE / fara: { VO 6/ b

Todo Melo QUALIFIED PERSON / Otsercaennoe nuuo:  \A( )
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