SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A TOTOBOIO NPOLQYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.025 % Russia { HasueuH® kannu HasankHuie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWW KOL MPOOYKTA: 704531 BATCH Ne / NMAPTWUA Ne /: 56207
MANUFACTURE DATE: / [IATA U3IOTOBNEHKA: 10/2025 C.A/CEPTUDUKAT AHANWN3A: 5139/25
ANALYTICAL PROC. N* / TPOTOKON AHANIM3A Ne: SRAS-9WACRV.3 EXP./ CPOKTOOHOCT#: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHWUK METOOOB AHANM3A: Normative documentation / HopmaTusHas
AokymeHTauma N NQ12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL NPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE GAPMALEBTUYECKOW CYBCTAHLIAN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OxcmeraszonuHa rugpoxnopug, MHH: Oxcumerazonvn:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWI NPOU3BOOUTENA ®APMALEBTUYMECKOUW CYBCTAHUMWN:
24272100

FP MANUFACTURER APi BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYECTAHLUWU MPOU3BOANTEN#
ro: 25070151

AP MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOWU3BOJUTENA DAPMALEBTUYECKON CYBCTAHLMW: Siegfried PharmaChemikalien Minden GmbH /
Surcbpuy PapmaXemukanuen Munges FTmbX

COUNTRY OF MANUFACTURE OF THE APH/ .
CTPAHA NPOU3BOONTENA ®APMALIEBTUYECKOW CYBCTAHLUMK: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenn Cneuvdurranmm PeaynsrarTbi
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow sclution. / {lpespaunbiit | Complies / Ceorsercrsyer
WM 04T NPO3padHblil pacTeop OT  NouTk
BecuseTHOro A0 cnabo-KenToro ysera.

Identity! MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxcumeTasonnHa rmgpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTseTcrayeT
Bpemsa yoepwuBaHua  OCHOBHOTO NUMKa  Ha
XPOMaTorpaMmMe UCNLITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATL BpEMEHI yaepxueaHns

OCHOBHOTO nUKa Ha XPOMATOrpaMmMe
CTaHOapTHOrO pacTBopa OKCYMETA30MMHA
rMAPOXIoPUAE, NOoAYYEHHON apu

KONMWYeCTBeHHOM ornpegeneHnn.

Benzalkonium chloride / Bensarnkonua 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 benzaikonium chloride standard
solution obtained in the Assay test. / Bpema | Complies/ Coorsetcrayer
YAEPHKUBAHWUA OCHOBHOTO NUKA K3 XPOMBTOTPAMME
UCNBITYEMOro pacTBoOpa SOMKHO COOTBETCTBOBATD
BPEMEHW YAEPMKWBAHUS OCHOBHOMO [WKa HA
xpomMarorpamme CTaHAapTHOro pacresopa
BeH3ankoHWA  XnopKAa,  HONydYeHHoit  npw
KOSIUMECTBEHHOM ONpeaereHum,

Clarity / ApoapasHocTe The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecuesuns | Complies / CooTeeTcteyer
npenapara He DON¥HA fipesbLILaTh
onanecueHLUKy  3ranoHa cpaBHeHns  |/Boaw:
OMMLEHHOW,
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.0,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBCTO NMPOAYKTA

PRODUCT / NPORYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3zneua® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWWA KOO MPOJYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 56207
MANUFACTURE DATE: / IATA U3I'OTOBNEHWA: 10/2025 C.A/CEPTUDUKAT AHANU3A: 5139/25
ANALYTICAL PROC. N°: / TIPOTCKOJT AHATIU3A Ne: SRAS-OWACRV.3 EXP. [ CPOK rOOHOCTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHBIM UCTOMHWUK METOIOB AHANMW3A: Normative documentation / HopmatusHas
SokymenTauus [ NO12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUA KOf NMPOAYKTA KITUEHTA: 81775838

APi NAME, INN / HAMMEHOBAHWE ©®APMALIEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumertazonuna rugpoxnophia, MHH: OxcumerasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUK NPOU3BOAWNTENR ®APMALEBTUYECKOWN CYBCTAHLIMA:
24272100

FP MANUFACTURER AP BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUHECKOW CYBCTAHLIUW NPOM3BOLAWTENA
Fhd: 25070151

API MANUFACTURER NAME / 3
HAMMEHOBAHHWE NMPOWU3BOOWTENA GAPMALIEBTUYECKOW CYBCTAHLKK: Siegfried PharmaChemikalien Minden GmbH /
Jurcbpun PapmaXemukanmed MunaeH MTmbX

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOANTENRR GPAPMALEBTUYECKOW CYBCTAHLUWUU: Germany / Fepmanug

TESTS SPECIFICATIONS RESULTS
Mokasatenu Crieyudhuraliym PesynbraTh:
Color [ LipeTHOCTL The product should be colorless or be comparable
to reference solution Yy, / Npenapat porxeH 6uITb
GECHBGTHbIM “Mnu BblAepKUBaTb CpaBHeHue C
atanoHom Y. Complies / CooTseTcTRyeT
Relative density {d 20/20) / OTHoCcKTeNLHAS From 1.006 to 1.010/ O7 1,006 go 1,010 1,008
naotHoctk {d 20/20)
pH From55t06.5/0755806,5 6,0
Osmolality / OcMonsanbHOCTL From 270 to 330 mOsmolkg / Ot 270 po 330 286
mOCMONL/Kr
Relative impurities / POQCTBeHHbLIE NpUMECH
impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < LD
(npoaykT rmaponnaa)
Impurity ZP-1/ Npumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % < LD
Individual unidentified impurity / Egunnysan Not more than 0.1 % / He 6onee 0,1 % < LD
HengerTudULNPOBaHHaS NPUMECH
Total impurities/ Cymma npumecei Mot more than 1.2 % / He Bonee 1,2 % <LD
Assay / KornvvecraenHoe onpegeneHune
Oxymetazoline hydrochloride / From 237.5 o 262.5 pg/mL of oxymetazoline
OKkcrMeTasonuHa FapoXnopus hydrochtoride/ Or 237,5 po 262,5 MKrimn 248.6
OKCUMETA3ONWHE FUAPOXNOPUAA,
Benzalkonium chicrice / Bessankonus xnopug From 45 to 55 pg/mL of benzatkonium chloride/ Or 48
45 no 55 mkriamn GeHsankoHns xnopnaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A TOTOBOFO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaausuH® kannu Hazanbssie 0,025% Poccun /

ARTICLE CODE / BHYTPEHHW#A KOL NMPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 56207
MANUFACTURE DATE: / JATA W3rOTOBNEHKUA: 10/2025 C.A [ CEPTUOUKAT AHANW3A: 5139/25
ANALYTICAL PROC. N° / MPOTOKON AHANN3A Ne: SRAS-OWACRV.3 EXP./ CPOK TOQHOCTW: 09/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIW UCTOYHUK METOAOB AHAIM3A: Normative documentation / Hopmartusuasi
AokymeHTauua N NQ12964/01-240623

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NMPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUMECKOW CYECTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerazonuHa rugpoxnopug, MHH: OxcumeTtazonuy:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWMW NPOU2BOAUTENA DAPMALIERTUYECKOY CYBCTAHLIWK:
24272100

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPWWU DAPMALEBTUYECKOW CYBCTAHUMN NPOU3BOAUTENSA
INd: 25070151

AP MANUFACTURER NAME / .
HAWNMEHOBAHMWE FIPOU3BOLAWTENR GAPMALEBTUYECKOWN CYBCTAHLMW: Siegfried PharmaChemikalien Minden GmbH /
Surdpng QapmaXemukanued MuHges TvbX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOJUTERA ®APMALEBTUYECKOW CYBCTAHLUMW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Creuyndimkasiu PesynbTartst
Microbial purity / MukpoBuoriornyeckasn
YUCTOTA
Tatal aerobic microbial count (TAMC) / Not more than 10° CEU /ml / <1CFU/ml

O6uiee uncno aspobhsix Gakrepuil He Gonee 10 KOE/mn

Total combined yeast and molds count (TYMC)/ Not maore than 10" CEU / mit / <1 CFU/ml
Obwee uncno ApoRoKeBbIX W NNEcHeBbiX rpubos He Gonee 10" KOE/un

Pseudomornas aeruginesa Absence in 1 mi/ OtcytcTeme B 1 mn Absent / OrcyterayioT
Staphylococcus aureus Absence in T ml/ OtcyTcTeve 8 1 M Absent / QreyTeTRyIOT
Package / Ynaxkoska 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 bettle and patient information leaflet in a carton
pack. / Mo 10 mn rpenapaTta Bo bNakoH TEMHOMO
CTEKNa C HaBWHYWMBAEMOR TOMUNPONUNEHOBOR
KPBLILLKOW CO BCTPOBHHOR NMNeTKOA 13 cTekna Twna | Complies / CooreeTcTRYET
3 (Esp. ©.) u GpomByTunkayuyxa.
Mo 1 driakony ¢ MHCTRYKLUKER NO
MPUMEHEHWIO B NAYKY KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUW C HOPMATUBHOW
BOKYMEHTAUMEN. Complies / CoorsercTeyeT
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SOFARIMEX

INDUISTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOLYKT: Nasivin Nasal Drops 0.025 % Russia / Hasusux® kannv nazansHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUA KOA NPOAYKTA: 704531 BATCH Ne /TAPTUHA Nz /: 56207
MANUFACTURE DATE: / [JATA U3rOTOBREHWA: 10/2025 C.A [ CEPTUOUNKAT AHATNN3A: 5139/25
ANALYTICAL PROC. N% / TPOTOKON AHANW3A Ne: SRAS-OWACRV.3 EXP./ CPOK FTOQHOCTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOQAOB AHAIKU3A: Normative documentation / HopmaTtnsnan
gokymentauys £ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOZ NPOLYKTA KNNEHTA: 81775838

AP NAME, INN / HAMMEHOBAHWE OAPMALIEBTUYMECKCOW CYBCTAHLIMW, MHH: Oxymetazotine Hydrochloride, INN:
Oxymetazoline / QkcumeTtasonnna rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUM MPOU3BOANTENA ®APMALIEBTUYECKOWU CYBCTAHUUM:
24272100

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHLIMW NPOU3BONINTENA
rNe: 25070151

APl MANUFACTURER NAME / .
HAWMEHOBAMWE NPOUIBOANTENA ®APMALIEBTUHECKOU CYBCTAHUWW: Siegfried PharmaChemikalien Minden GmbH /
3urcbpng PapmaxXemuxanver Munges FTwmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA IPOV3BOAWTENA ®APMALIEBTUHECKOW CYBCTAHUNW: Germany / lepmanns

TESTS 4 SPECIFICATIONS RESULTS
Nokasarenun Creuuncburatiun PeayniTaThbi

Storage / Xpanenune: At temperature below 25°C. / MNpw remneparype e Bolwe 25°C,

Sheif life / Cpok rogHocTh: 3 years (-1 month) / 3 ropa (- 1 mecau)

REMARKS / Npumevanue:
The Product conforms to ND/
MpoaykT cooTeeTcTRYRT TpedoBaxsmuam H

BATCH REMARKS / Npumevanne gns 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. / JarHbiM CBUASTEALCTRYIO, HTO SaHHas NapTwA ApoBepeHa B
COOTBETCTBUM ¢ pA3pelleHrEM HA MAapKeTHUHT 1 EBPONenckuM pykoBOACTBOM MO Hagfemallel Npou3BOACTBEHHOW
NPAKTUKE ANR NEKAPCTEEHRHLIX NPOAYKTOS,

ANALIST / Aaruug: DEClSlomsammqeuue /{/ /‘” f e
Sonia Chainho DATE / Data: | /r/ //j(;r
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBERHOE NULIO:
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