SOFARIMEX

INRUSTRIA QUIMICA F FARMACFUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3sanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30316
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 03/2023 C.A/ CEPTUOUKAT AHANU3A: 1804/23
ANALYTICAL PROC. N°: / TIPOTOKOJ1 AHAIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTMW: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHLIN UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmatusHas
nokymeHntauusa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KNUEHTA: 81775839

AP| NAME / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLMU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUK: 22100367

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTESA ®APMALIEBTUMECKOW CYBECTAHLMMU: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Moka3zaTtenu Cneuundunkaummn PesynbraTthl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayrbIi Complies / CooTeeTcrByeT
UM NOYTW Mpo3payHbii  pacTBOP OT MOYTU
6ecuseTHoro Ao cnabo-xenToro UseTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTsetcTRyeT
Bpemsi  yaepxuBaHMS  OCHOBHOrO nuka Ha
XpomaTorpamme UCMbITYEMOro PacTBopa AOMKHO
COOTBETCTBOBATL BpeMeHu yaepXuBaHuA
OCHOBHOrO NuKa Ha XpoMmaTorpamMmme CTaHAapTHOro
pacTeopa oKCUMeTasonuHa ruapoxnopuaa,
NONyYeHHOW NPU KONUYECTBEHHOM ONpeaeneHnM.

Benzalkonium chloride / BeHaankoHus 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 / CooTBeTcTBYeET
solution obtained in the Assay test. / Bpewms
YAEPXKUBAHWA OCHOBHOIO NUKa Ha XpoMaTorpamme
UCNbITYeMoro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAepXUBaHWA OCHOBHOMO MNUKa Ha
Xpomartorpamme CTaHAAPTHOIO pacTeopa
BeHsankonus  xnopwga,  nonyyeHHoW  npw
KONMUYECTBEHHOM onpedeneHun,

Clarity / MpoapauHocTb The opalescence of the product should not exceed

the opalescence of the reference
suspension I/purified water. / OnanecueHuus

npenapara He AoMKHA npeebiwate | Complies / CooreeTcTayet
onanecueHUuio 3TanoHa cpasHeHus |/Boapl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINIU3A TOTOBOTIO NMPOAYKTA

PRODUCT/ NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaansuH® xannu HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWU/ KO NPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30316

MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 03/2023

C.A/CEPTUO®UKAT AHANN3A: 1804/23

ANALYTICAL PROC. N°: / IPOTOKO/1 AHAJTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK rOAHOCTW: 03/2026

nokymertauma 1 N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHWUK METOAOB AHANMW3A: Normative documentation / HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOOYKTA KIMUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIMW: 22100367

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKON CYBCTAHUMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

| CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIKMU: Germany

TESTS
MokasaTtenun

SPECIFICATIONS
Cneuudonkauum

RESULTS
PesynbTtatbl

Color / LlBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Tipenapat aonxeH ObiTb
BecuBeTHbIM UNKU BbIAEPXKUBATL CpaBHEHUE C
3TanoHom Y7.

Complies / CootBeTcTBYET

Relative density (d 20/20) / OTHocuTensHasn

From 1.006 to 1.010/ Ot 1,006 no 1,010

mOcMonb/Kkr

nnotHocTb (d 20/20) 1.008
pH From5.5t06.5/0715,5 80 6,5 59
Osmolality / OcmonsnbHoOCTL From 270 to 330 mOsmol/kg / Ot 270 pgo 330 283

Related substances / PoactBeHHble npuMecu

Impurity A (hydrolysis product) / Mpumecs A
(npoaykT rugponvaa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EantnyHasn
HENAEHTUMLIMPOBaHHAA 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 6onee 0,1 %

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

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay | KonuyectBeHHOe onpeaenexue

Oxymetazoline hydrochloride / OkcumeTasonuxa
TUAPOXIOpUS,

Benzalkonium chloride / Benaankorvsa xnopua

From 475 to 525 pyg/mL of oxymetazoline
hydrochloride/ Ot 475 no 525 mkr/mn
OKCUMEeTa3onnHa ruapoxnopuga.

From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn 6eH3ankoHns xnopuaa

510
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACELTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A TOTOBOIO INNPOAYKTA

_ PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ Ha3auBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532

BATCH Ne / MAPTUA N2 /: 30316

MANUFACTURE DATE: / BATA U3rOTOBJIEHUS: 03/2023

C.A/ CEPTUOUKAT AHATIU3A: 1804/23

ANALYTICAL PROC. N°: / MIPOTOKOI AHAINU3A Ne: SRAS-9WACU6.4

EXP./CPOK rOAHOCTMW: 03/2026

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTueHas

AokymeHTaumsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHU KOA NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEEBTUYECKOW CYECTAHUWU: 22100367

APl MANUFACTURER NAME /

HAWMEHOBAHWE MPOWU3BOAWUTENA ®APMALIEBTUYECKOW CYECTAHLINMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA NPOU3BOAUTENA ®DAPMALIEBTUYECKOW CYECTAHLIMN: Germany

TESTS SPECIFICATIONS RESULTS

MokaszaTtenu Cneumndomnkaumn Pesynbrarthi
Microbial purlty / MukpoGuonoruyeckas
yucToTa
Total aerobic microbial count (TAMC) / OGwee Not more than 10> CFU /mi/

" <1 CFU/ml

yncno aspobHbix BakTepun He 6onee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
ObLwee Yncno ApoXKEBLIX U MECHEBbLIX rpuBoB A m <1 CFU /ml

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/mn
Absence in 1 ml/ Otcytcteue 8 1 mn

Absence in 1 ml/ Otcytcteve 8 1 mn

Absent / OTtcyTcTayior

Absent / OtcyTcTByloT

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. / Mo 10 mn npenapata Bo ¢nakoH TEMHOro
CTekna ¢ HaBnHYnBaAEMOW NONMNPONMNEHOBOMN
KPbIWKOWA CO BCTPOEHHOW NUNETKONM U3 cTekna Tuna
3 (EBp. ®.) n 6pomByTUnKayyyKa.
Mo 1 dnakoHy ¢ UHCTPYKLMEH NO NPUMEHERUIO B
nayky KapTOHHYI0.

Complies / CootsetctayeT

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTBUW C HOPMaTUBHON AOKYMEHTaLMeN.

Complies / Cootsetctayer

Storage / XpaHeHue: At temperature below 25°C. / Mpwu Temnepatype He Bbiwe 25°C.,

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

3/4

IMP.6.10




SOFARIMEX

INDUSTRIA QUIMICA L FARMACLUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WUKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 30316
MANUFACTURE DATE: / OATA U3rOTOBNEHUSA: 03/2023 C.A/ CEPTUOUKAT AHATNU3A: 1804/23
ANALYTICAL PROC. N°: / MIPOTOKON AHATNN3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOOHOCTW: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METORQOB AHAJNWU3A: Normative documentation / HopmaTtusHas
nokymeHTauwns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL NPOLYKTA KIMUEHTA: 81775839

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOMN CYBCTAHLNN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLUW: 22100367

APl MANUFACTURER NAME /
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALUEBTUYECKOWN CYECTAHLINMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOANTENA ®APMALIEBTUMECKOW CYECTAHLMU: Germany

REMARKS / NpumeyvaHue:
The Product conforms to ND/
Mpoaykt cooTeeTcTBYET TpeboBaHUAM H/]

BATCH REMARKS / Mpumeyanue ans cepuum:

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 CBUAETENLCTBYIO, YTO BAHHAs NapTUS NpoBepeHa B
COOTBETCTBMW C paspelieHneM Ha MapKeTuHr U EBponeiickum pyKOBOACTBOM MO Hagnexailein npovu3BoACTBEHHOW
npakTuke AN fekapcTBEHHbIX NPOAYKTOB,

ANALIST / AHanuTuk:

DECISION / 3ammeuue &ﬂ;LLuJ Q b =
i DATE / flara: ) : C

MARANIEuUSS QUALIFIED PERSON / OTBeTcTBeHHoe nuuo:
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