SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOQYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHkble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOLQ NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45327
MANUFACTURE DATE: / AATA U3rOTOBINEHUSA: 10/2024 C.A/ CEPTUOUKAT AHATTU3A: 5252/24
ANALYTICAL PROC. N°: / MPOTOKOT AHAINN3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOBHOCTM: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIWN UICTOYHUK METOOOB AHAINW3A: Normative documentation / HopmarueHas
AokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL NPOQYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeraszonvH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOANTENSA ®APMALIEBTUMECKOW CYECTAHLUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUYECKOWU CYECTAHLUKU NPOU3BOAUTENS
Mo: 24010263

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOOUTENA ®PAPMALIEBTUMECKOU CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanueH MungeH MibX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEEBTUYMECKOWN CYECTAHLMUU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTenn Cneuudukauum PesynbTathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3payHeii
WNW NOYTW NPO3PayHbId  pacTBOp OT MOYTU
6ecupeTHOro fo cnabo-xenToro LgeTa.

Complies / CooTBeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepXvBaHWs OCHOBHOFO MMKa Ha

XpomMmaTorpaMmme UCnbiTyeMoro pacrtsopa AOINKHO Complies / COOTBeTCTByET
cooTBEeTCTBOBATHL BpeMeHn yaAepxneaHua

OCHOBHOIO nuka Ha Xpomarorpamme
CTaHAapTHOrO  pacTeopa  OKCMMETasonuHa
rmapoxnopuaa, MOsy4YeHHON npu

Konin4yeCtBeHHOM onpejeneHun.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the
xnopwg 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
yaepXxuneaHus 0CHOBHOIO NKa Ha Xpomatorpamme Complies / COOTBeTCTByeT
UCNbLITYEeMOro pacTBopa JOMKHO COOTBETCTBOBaTh
BPpEMEHN YyAEepXMBaHWA OCHOBHOTO MWKa Ha
XpomaTorpamme CTaHJapTHOro pacTteBopa
GeHsankoHMs  xnopuga,  NOMyYeHHOW  npwu
KONUYECTBEHHOM OnMpeaeneHunm.

Clarity / Mpospa4yHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapara He OOMXHA npesbIWAaTb
onanecueHUWo 3TanoHa cpasHeHus |/Boabl
O4ULLIEHHOWN.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3nBuH® kannu HasaneHbie 0,025% Poccus / J
ARTICLE CODE / BHYTPEHHUM KORQ NPOMYKTA: 704531 BATCH Ne / TAPTUA Ne /: 45327
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 10/2024 C.A /| CEPTUOUKAT AHAJTU3A: 5252/24
ANALYTICAL PROC. N°: / NTPOTOKOI AHAJU3A Ne: SRAS-9WACRV.2 EXP. | CPOK TOQHOCTU: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA NCTOYHUK METOAOB AHATNW3A: Normative documentation ! HopmaTtusHas
AokymeHTauma N N0Q12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KNUEHTA: 81775838
APl NAME, INN / HAMMEHOBAHME ®APMALIEBTUHECKOW CYBCTAHLUWW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline /| OkcumeTasonuia rMapoxXnopua, MHH: OkcumeTa3onuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWW NPOU3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHLUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOH CYBCTAHLUWM NPOU3BOAWUTENA
N®: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHMUE NMPOU3BOAUTENA mAPMAuEBTVI‘-IECKOVI CYBCTAHUWMM: Siegfried PharmaChemikalien Minden GmbH /
3urchpua PapmaXemukanued MuHaeH rmbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAMUTENA ®APMALIEBTUMECKON CYECTAHLIMU: Germany [ T'epmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuudukauum PeaynbraTthb!

Color / LiBeTHOCTb The product should be colorless or be comparable

to reference solution Y7. / Mpenapat AorkeH GbiTh

GeclUBeTHbIM WUNM BblAEPXnBaTb CpaBHEHWe C

aTanoHom Y7. Complies / CooTBeTCTBYET
Relative density (d 20/20) / OTHocuTeneHasn From 1.006 to 1.010/ OT 1,006 8o 1,010
nnotHocTh (d 20/20) 1.008
pH From 5.5t06.5/075,5006,5

5.9

Osmolality / OcMonAnNbHOCTL From 270 to 330 mOsmolkg / OT 270 po 330

MOCMONL/Kr

275

Relative impurities / PoacTBeHHbIe NpuMecH
Impurity A (hydrolysis product) / Mpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoAYKT rmaponuaa)
Impurity ZP-1 / Npumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHn4Has Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdUUMpPOBaHHaA NPUMECh
Total impurities/ Cymma npumecen Not more than 1.2 % / He Gonee 1,2 % <LD
Assay | KonuyectBeHHOe onpenenexue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OKkcuMmeTasonuHa rtMapoxnopua hydrochloride/ OT 237,5 Ao 262,5 Mkr/mn 250.1

OKCMMETAa30nNnHa ruapoxnopnaa. '
Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT

45 po 55 mxr/mn 6eHsankoHust xnopuaa 48

2/4
IMP.5.11



SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® xannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOJ, NPOOYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 45327
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 10/2024 C.A /| CEPTUDUKAT AHATNNU3A: 5252/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOQHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOLOB AHANU3A: Normative documentation / HopmaTueHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl MNPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIMM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLUM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLUMN NPOU3BOAUTENA
Mao: 24010263

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOOUTENA ®APMALIEEBTUYECKOW CYBCTAHLUWMU: Siegfried PharmaChemikalien Minden GmbH /

Surgppua PapmaXemukanued MuHgeH MbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOWU CYBCTAHLMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum PesynbTathl

Microbial purity / Mukpo6uonoruyeckas

yucrtora
Total aerobic microbial count (TAMC) / Not more than 10> CEU / ml / CFU/
B <1CFU/ml

ObLuee uncno aspobHbix GakTepuit He Gonee 10° KOE/mA
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml /
ObLee 4ncno APOXOKEBbIX U NNECHEBbLIX rpuGos He Gonee 1 01 KOE/mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTaue B 1 Mn

Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OTcyTctBre B 1 Mn

Absent/ OTtcyTcTByiOT
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 pNakoH TEMHOTO
cTekna ¢ HaBWHYMBAEMOW MOJIMNPONUNEHOBON
KPbILLKOW CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (EBp. @.) n 6pombyTUnKayuyka.

Mo 1 ponakoHy ¢ MHCTPYKUWEN no

NPUMEHEHUIO B NaYKy KAPTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBMWN C HOPMATUBHOM
AOKYMeHTauuen. Complies / CooTBeTCcTBYET
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBnH® Kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWIA KO NPOAYKTA: 704531 BATCH Ne / NAPTUSA Ne /: 45327
MANUFACTURE DATE: / BATA W3roTOBNEHMWA: 10/2024 C.A /| CEPTUOUKAT AHAJTIU3A: 5252/24
ANALYTICAL PROC. N°: / MTPOTOKOJT AHATNTU3A Neo: SRAS-9WACRV.2 EXP. | CPOK TOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOAOB AHANW3A: Normative documentation / HopmaTtueHas
pokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOO NPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHUMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasosiHa runpoxnopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NPOU3BOAUTENA QAPMALLEBTH‘-IECKOﬁ CYBCTAHLUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPWUU mAPMALIEBTH‘-!ECKOI‘i"I CYBCTAHLIUW NPOU3BOAUTENA
rMo: 24010263

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIUK: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemmkanued MuHaEH rm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIMU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Creuundmkaumnn Pe3ynbTaTthl

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He BbiWe 25°C.

Shelf life / Cpok roaHocTtu: 3 years (-1 month) / 3 roaa (- 1 mecau)

-

REMARKS / lNpnmeyaHue:
The Product conforms to ND/
MpoaykT COOTBETCTBYET TpetoBanusm HI

BATCH REMARKS / NpumeyaHnue ans cepvun:

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 CBMAETENLCTBYIO, YTO AaHHas napTus npoBepeHa B
COOTBETCTBMN C paspelieHrnem Ha MapKeTuHr n Esponelickum pykoBOACTBOM NO Hagnexaleid Npou3BOACTBEHHOM
NpakTUKe ANS NeKapCTBEeHHLIX NPOAYKTOB.

ANALIST / AHanuTuk: ; 60
Sonia Chainho DECISION / 3aknioueHue: @D\/M

DATE / flata: A /m hL .
M. Inés Ribeiro QUALIFIED PERSON / Otsercraentoe muuo: \/\0~_{
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