SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 56094
MANUFACTURE DATE: / BATA N3rOTOBINEHWNA: 10/2025 C.A | CEPTU®UKAT AHANU3A: 4802/25
ANALYTICAL PROC. N°: / NIPOTOKOJT AHATU3A Ne: SRAS-9WACRV.3 EXP. / CPOK TrOAHOCTMW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTueHas
nokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOAYKTA KIIMEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTtazonuHa rugpoxnopug, MHH: OkcumeTaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPVN NMPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLUK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBECTAHLIUW NPOU3BOOUTENA
No: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanved MunaeH MTmeX

COUNTRY OF MANUFACTURE OF THE API/ _
CTPAHA NPOU3BOAOUTENA ®APMALEBTUYECKOU CYBCTAHLINN: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS
Moka3arenu Cneundukaumm PesynbTarthbl
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y~. / Mpenapat aomxkeH 6biTb
6ecuBeTHbIM WX BblAEPXUBATbL CpPaBHEHUWE C
3TanoHoM Y7. Complies / CooTeeTcTByeT
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 oo 1,010 1,006
nnoTHocTb (d 20/20)
pH From5.5t06.5/015,5806,5 6,0
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol’kg / Ot 270 go 330 284
MOcmMonb/kr
Relative impurities / PogcTBeHHble npuMecn
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponusa)
Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EquHuuHas Not more than 0.1 % / He 6onee 0,1 % <LQ
HenaeHTUUUMpOBaHHaA NPUMECh
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LQ
Assay / KonuyecTBeHHOE onpegeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxkcumeTasonuHa ruapoxnopua hydrochloride/ Ot 237,5 no 262,5 mkr/mn 250,6
OKCUMETAa30NvHa rugpoxnopuaa.
Benzalkonium chloride / BeHaankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 po 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOf MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 56094
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 10/2025 C.A | CEPTUOUKAT AHATNU3A: 4802/25
ANALYTICAL PROC. N°: / TPOTOKOf1 AHATTU3A Ne: SRAS-SWACRV.3 EXP./ CPOK TOOHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbI NICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas
nokymenTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLNKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumetaszonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NMPOU3BOAUTENA ®APMALIEBTUHECKOWU CYBCTAHLIUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYBCTAHLUUU NMPOU3BOAUTENA
rMao: 25040210

APl MANUFACTURER NAME / )
HAMMEHOBAHUWE NPOU3BOAUTENSA ®APMALEBTUYECKOWU CYBCTAHUMMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpna PapmaXemukanmed Munged MTm6X

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHUWUWU: Germany / l'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenun Cneuudmkauum PesynbTaTthbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospauneiii | Complies / CooTeeTcTByeT
UNY  MOYTW NPO3payHbIfi pacTBOp OT NOYTK
©ecuBeTHOro oo cnabo-xenToro uBeTa.

Identity/ MoagnuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rmgpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTeeTcTByeT
Bpemsa yaepXuBaHUs OCHOBHOrO MuKa Ha
XpomaTorpaMMe UCNbITYeMOro pacTsopa AOMKHO
COOTBETCTBOBATH BpEMEHU yAepKuBaHus

OCHOBHOTO nuka Ha XpomaTorpamme
CTaHOapTHOIoO pacTtsBopa OKCUMETa30nHa
ruapoxnopvaa, nony4YeHHoOR npu

KONMN4YeCTBEHHOM onpeneneHun.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xsiopua 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 | Complies/ CooTtBetcTByeT
yaepXrMBaHUA OCHOBHOrO N1Ka Ha xpomaTtorpaMmme
MCMbITYeMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXMBAHUA OCHOBHOTO MWKa Ha
XpomaTtorpamme CTaHAapTHOro pacTtBopa
BeHsankoHua  xnopwuaa,  MNonydYeHHoW  npu
KONMYeCTBEHHOM ONpeaeneHun.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHunsi | Complies / CooTeeTcTByeT

npenapara He [OMmXHA npesbILATb
onanecueHUuMio 3JTanoHa cpaBHeHus |/Boabl
OYULLLEHHOMN,
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TrOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poceus /

ARTICLE CODE / BHYTPEHHUW KOL, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 56094

MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 10/2025

C.A/ CEPTUOUKAT AHATTU3A: 4802/25

ANALYTICAL PROC. N° / MPOTOKOIT AHATTU3A Ne: SRAS-9WACRV.3

EXP. / CPOK rOQHOCTH: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTtusHas

fokymeHTaumns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NMPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuxa rugpoxnopua, MHH: OkcumMeTa3zonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALUEBTUYECKOW CYBCTAHLINN:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOW CYBCTAHLIMU NPOU3BOAUTENA

Mo: 25040210

APl MANUFACTURER NAME /

HAMMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urdopua PapmaXemukanmed Munaen FmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALEBTUYMECKOW CYBECTAHLUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarennu Cneuudukauumn PesynbTathl
Microbial purity / Mukpo6uonoruuyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CEU /ml / <1 CFU/ml
Obuwee uncno aapobHbix BakTepuii He Gonee 10° KOE/mn
<1CFU/ml

Total combined yeast and molds count (TYMC)/
O6Liee uncno ApoHOKEBLIX U NNecHeBbIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 101 CFU/ml/
He 6onee 101 KOE/mn

Absence in 1 ml/ OtcytcTeue B 1 Mn

Absence in 1 ml/ Otcytctene B 1 Mn

Absent / OtcyTcTBYIOT

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 npenapaTta BO ¢hnakoH TEMHOro
cTekna C HaBWHYMBAEMOW NOMWMNPONMNEHOBOW
KPbILLKOW CO BCTPOEHHOW MUMNETKON 13 cTekna Tuna
3 (Eep. @.) u 6BpombyTunkayyyka.

Mo 1 dnakoHy ¢ MHCTpyKUMen no

NPUMEHEHMIO B NAYKy KAPTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUY C HOPMATUBHON
AOKyMeHTauuen.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 56094
MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 10/2025 C.A /| CEPTUOUKAT AHANU3A: 4802/25
ANALYTICAL PROC. N°: / MPOTOKOI AHAJTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK TOAHOCTM: 09/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIM UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmatusHas
aokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf MPOOYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEEBTUYECKOW CYBECTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: OkcumeTtaszonut:
API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUMECKOMN CYBCTAHLIUW:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMY ®APMALIEBTUYECKOW CYBCTAHLIMM NPOU3BOAUTENA
rMo: 25040210

APl MANUFACTURER NAME / y
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmer Munger MibX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOWN3BOAUNTENA ®APMALEBTUYECKOU CYBCTAHUWW: Germany / Ml'epmanua

TESTS SPECIFICATIONS RESULTS
Mokasarernn Cneuundukauun Pesynbrathl

Storage / XpaHeHue: At temperature below 25°C. / [pn TemnepaType He Bbiwte 25°C.

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

REMARKS / lNpumeyvanue:
The Product conforms to ND/
MpoaykT cooTBeTCcTBYET TpeboBaHuam HJ

BATCH REMARKS / NMpumeyaxue ansi cepum:

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 cBUAOETENbCTBYIO, YTO JaHHaA NapTUA NPoBEpeHa B
COOTBETCTBUM C paspelleHUeM Ha MapKeTuHr u EBponeickum pyKoBOACTBOM MO Haanexalleid nponsBogCTBEHHON
npakTvKe ANs neKkapcTBeHHbIX NPOAYKTOB.

ANALIST / Ananutuk: DECISION / 3a|<moqerme: Aﬂ” w_,zfz (.//

Bruno Farinha DATE / Darta: ‘ ‘ )
Mz InES:RIBEie QUALIFIED PERSON / OTBETCTBE oe nuuo
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