SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAITIU3A rOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44026
MANUFACTURE DATE: / QATA N3rOTOBNEHUA: 01/2024 C.A | CEPTUOUKAT AHAINIU3A: 511/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOOHOCTW: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN NCTOYHUK METOQOB AHAJTU3A: Normative documentation / HopmaTtusHas
AokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOR NMPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuda ruapoxnopun, MHH: OkcumeTazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSA ®APMALEBTUYECKOU CYECTAHLMMU:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMAUEBTUYECKOW CYBCTAHLIMM NPOU3BOAUTENA
Mo: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA ®PAPMALEEBTUYECKOU CYBCTAHLWMU: Siegfried PharmaChemikalien Minden GmbH /
3urchpua GapmaXemukanued MudaeH M'méeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBECTAHLIUWU: Germany / C'epmanusi

TESTS SPECIFICATIONS RESULTS
Moka3arTenu Cneundunkaumm PesynbraThl
Description/ OnucaHnue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayHbii
WM NOYTM MNpO3payHbli  pacTBOp OT MOYMTH
becueeTHOro Ao cnabo-xenToro upeTa.

Complies / CooTtBetcTByeT

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepxuBaHWs OCHOBHOrO MNuka Ha

XpomaTorpamme UCnbiTyemMoro pacteopa OJIKHO Complies / COOTBeTCTByeT
cooTBEeTCTBOBATbL BpeMeHU yAepxuBaHns

OCHOBHOTIO nvka Ha Xpomarorpamme
cTaHAapTHOrO  pacTBopa  OKCMMETasosNuHa
rnapoxnopuaa, MosTyYeHHoM npu

Konn4ecTBeHHOM onpeaeneHun.

Benzalkonium chloride / BeH3aankoHusi Retention time of the main peak in the
xnopuva 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. / Bpewms
yAepXneaHU|] OCHOBHOMO Nka Ha xpomartorpamme Comp"es / COOTBeTCTByeT
UCMbLITYEMOrO pacTeopa AOKHO COOTBETCTBOBATb
BPpEMEHW YAEPXUBAHUSi OCHOBHOMO MNUKa Ha
Xpomartorpamme CTaHAAapTHOMO pacTtBopa
OeH3ankoHUs  xAopuaa,  NONydYeHHoh  npu
KONUYECTBEHHOM OnpeAeneHu.

Clarity / Npo3spayHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / Cooteercrayer

npenapata He DOMKHa npesbiWATH
onanecueHuwlo 3TanoHa cpaBHeHus 1/Boabl
OYULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHule 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOOYKTA: 704531

BATCH Ne / NAPTUA Ne /: 44026

MANUFACTURE DATE: / DATA U3rOTOBJIEHUA: 01/2024

C.A/ CEPTU®UKAT AHANN3A: 511/24

ANALYTICAL PROC. N°: / TPOTOKON AHATU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTW: 01/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIV UCTOYHUK METOOOB AHAJIU3A: Normative documentation / Hopmatuewan

AokymeHtauvs 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUVE ®APMALIEBTUYECKOWU CYBECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOM3BOANTENSA ®APMALIEBTUYECKOW CYBECTAHLIUK:

23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOW CYECTAHLIMM NPOU3BOAUTENA

rM®: 23080121

AP! MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpug GapmaXemmnkanued MunaeH MmeX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOOUTENA ®APMALIEBTUYECKOW CYECTAHLUU: Germany / Fepmanus

TESTS
MokasaTenu

SPECIFICATIONS
Cneumdukauum

RESULTS
PesynkTathl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Npenapat AomkeH 6bITb
GecUBeTHbBIM WM BLIAEPXUBATb CpPaBHEHUE C
aTanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHasn

From 1.006 to 1.010/ OT1 1,006 ao 1,010

nnortHocTk (d 20/20) 1,008
pH From5.5106.5/075,5006,5
59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmollkg / Ot 270 po 330
mOcmonb/Kr
275
Relative impurities / PoacTBeHHble npuMecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponunaa)
Impurity ZP-1 / NMpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUMUMPOBaHHas NpuMech
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOE onpenenexHne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopua hydrochloride/ OT 237,5 go 262,5 mkr/mn 248.4
OKCHMMETA30NnHa rnapoxnopuaa. ’
Benzalkonium chloride / BeHsankoHnsa xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn 6eH3ankoHna xnopvaa 48

2/4

IMP.5.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTIU3A FrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Haz3ueuH® kannu Ha3zanbHele 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44026
MANUFACTURE DATE: / DATA U3rOTOBNEHUWA: 01/2024 C.A |/ CEPTUOUKAT AHANUBA: 511/24
ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOQHOCTW: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWK METOOB AHAJIU3A: Normative documentation / HopmaTtuehas
fokymenTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ MPOAOYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKON CYBCTAHLMUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OxcumeTtasonuH

APi MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENS ®APMALIEBTUYECKOMW CYECTAHLIUU:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUHECKOW CYBECTAHLWUU NPON3BOAWUTENA
rMmo: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdbpug GapmaXemukanued MuHaeH MbXx

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLIMWU: Germany / C'epmaHus

TESTS SPECIFICATIONS RESULTS
NokasaTenu Cneuudukauumn Peaynbrarhl

Microbial purity / Mukpo6unonoruyeckas

yucroTta
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml /
" <1 CFU/ml

O6wuee uncno aspobHbix 6akTepui He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10’ CFU /ml /
ObLee 4unCno JpoXOKeBbIX U NNecHeBbIX rpMboB He Gonee 10" KOE/mn <1CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBue 8 1 Mn

Absent / OtcyTcTByioT
Staphylococcus aureus Absence in 1 ml/ OtcytcTtBMe B 1 Mn

Absent/ OtcyTcTByIOT
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 dNakoH TEMHOro
CTekna C HaBWHYMBAEMOW MOMUMNPONUMEHOBON
KPbILWKOWA CO BCTPOEHHOM NUMETKON U3 CTekna Tuna
3 (EBp. @.) n 6pombyTUnKayyyka.

Mo 1 onakoHy ¢ MHCTPYKLMER NO

NMPUMEHEHUNIO B NMayky KapTOHHYIO.

Complies / CooTtBeTcTBYET

Labeling / Mapxuposka According to Normative documentation. / B
COOTBETCTBUM C HOPMATWUBHOWN
AOKyMeHTauuei. Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINIU3A FrOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® kannu HaszanbHuie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA MPOOYKTA: 704531 BATCH Ne / TAPTUA Ne /: 44026
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 01/2024 C.A /| CEPTU®UKAT AHATNN3A: 511/24
ANALYTICAL PROC. N°: / MTPOTOKOM AHATNU3A Ne: SRAS-OWACRV.2 EXP. / CPOK TOQHOCTMW: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIU UICTOYHUK METOAOB AHANMWU3A: Normative documentation / HopmatneHas
nokymeHTaumsa 1 N012964/01-2405623

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYBCTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLIUK:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEEBTUYECKOW CYBECTAHLWN NPOU3BOONUTENA
rne: 23080121

APl MANUFACTURER NAME / .
HAUWMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
3urcppna dapmaXemmkanued MuHaeH TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA ®PAPMALIEEBTUMECKOWU CYECTAHLIUWU: Germany / Mepmanua

TESTS SPECIFICATIONS RESULTS
MNokasaTenu Cneuucukaumm PesynbTathbl

Storage / XpaHneHue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 roga

REMARKS / lNpumevanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuam HJ

BATCH REMARKS / NpumevaHue ans cepuu:

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. / [lJaHHbIM CBUAETENLCTBYIO, YTO AaHHAsA NapTvsa NPOBEpeHa B
COOTBETCTBMW C paspelueHWeM Ha MapkeTuHr U EsponeiickuM pyKOBOACTBOM MO Haanexallen npou3soacTBEHHON
npakTuke Ansa NekapcTBEHHbIX NPOAYKTOB.

P /
ANALISE i SHanwTK: DECISION / 3akniovueHue: Zod
Sonia Chainho
DATE / flata: fq"A;/ 22
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:

/
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