SOFARIMEX

INDUSTRIA QUINMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTU3A TrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 55506
MANUFACTURE DATE: / AATA U3rOTOBINEHWUA: 05/2025 C.A | CEPTU®UKAT AHAITIN3A:2597/25
ANALYTICAL PROC. N°: / MPOTOKOJST AHAITU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOQHOCTMU: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTusHas
AokymeHTtauma [M1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLINU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuxa rugpoxnopug, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOOUTENA ®APMALIEBTUHMECKOW CYBECTAHLIUN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOU CYBCTAHLUU NPOU3BOOUTENA
rNo: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanmed MuHgeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIUWU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundmkauuu PesynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spaunbiit | Complies / CooTBeTCTBYET
UM  MOMTM TMpO3payHblii  pacTBOp OT MNOYTU
HecupeTHOro Ao cnabo-xenToro ugeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTtcTyeT
Bpemss yZepxvBaHWs OCHOBHOrO nNuka Ha
XpoMaTtorpaMme UCMbITYEMOro pacTeopa A0MKHO
COOTBETCTBOBATL BPEMEHM yaepKuBaHus

OCHOBHOTO nuka Ha XpomaTorpamMmme
CTaHgapTHOro pacTeopa oKCUMETasonuHa
rmapoxnopuaa, MONy4YeHHO npu

KonuyectTeeHHOM onpeaeneHun.

Benzalkonium chloride / BeHzankoHus 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
solution obtained in the Assay test. / Bpemsa | Complies/ CooTeeTcTByeT
yAepXVBaHUsi OCHOBHOIO NKa Ha xpoMaTtorpamme
MCNbLITYEeMOro pacTeopa J0TKHO COOTBETCTBOBATL
BpEMEHU YAEpPXKWUBaHWS OCHOBHOIO NuKa Ha
Xpomartorpamme CTaHpapTHOro pacrsopa
OeH3anKkoHus  xnopuaa,  NOMyyYeHHOW  npwu
KONM4YecTBEHHOM OnpeaeneHun.

Clarity / NpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies / CooTtBeTcTBYET

npenapara He JOMKHA npesbiaTh
onarnecueHUV0 3TanoHa cpaBHeHus |/Bogpl
OYNLLLEHHOMN.
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SOFARIMEX

INDUSTRIA QUIRICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FTOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3nBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55506

MANUFACTURE DATE: / OATA U3rOTOBINEHWUA: 05/2025

C.A /| CEPTUD®UKAT AHAINN3A:2597/25

ANALYTICAL PROC. N°: / TIPOTOKOMN AHATIU3A Ne: SRAS-OWACRV.3

EXP./ CPOK TOOQHOCTMW: 04/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIV ICTOYHUK METOAOB AHAMNWU3A: Normative documentation / HopmatusHas

AokymenTauyus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL NPOAYKTA KIMUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHME ®APMALIEBTUYECKOW CYBCTAHLWKW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTazonuHa rugpoxnopua, MHH: OxcumeTazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAWUTENS ®APMALIEBTUMECKOW CYBCTAHLIUMN:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUY ®APMALEBTUYECKOW CYBCTAHLUUU NPOU3BOAUTENA

rMo: 24090271

API MANUFACTURER NAME /

HAUMEHOBAHMWE NMPOU3BOAMTENSA ®APMALEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcppug PapmaXemukanued MungeH MTm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUW: Germany / Fepmaxus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundukanum

RESULTS
PezynbTaThl

Color / iBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomkeH BbiTh
BecLBeTHbIM UMW  BblAEPXUBATbL CPaBHEHWE C
aTanoHom Yz.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 no 1,010 1.009
nnoTHocTb (d 20/20)
pH From5.5t06.5/01558006,5 5.9
Osmolality / OcmonansHoCTL From 270 to 330 mOsmolkg / Ot 270 po 330 279
mOcmonb/kr
Relative impurities / PoacTBeHHbIe npumecu
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Npumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnunasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMdMUMPOBaHHAs NMpUMeCch
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay /| Konu4yecTBeHHOe onpegerneHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline 249.6
OkcumeTtasonvHa rugpoxnopug hydrochloride/ Ot 237,5 go 262,5 mkr/mn
OKCUMETAa30MMHa rmapoxsopuaa.
Benzalkonium chloride / BenzankoHus xnopug From 45 to 55 ug/mL of benzalkonium chloride/ OT 48

45 no 55 MKr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /. 55506
MANUFACTURE DATE: / JATA U3rOTOBINEHWUA: 05/2025 C.A | CEPTU®UKAT AHANNU3A:2597/25
ANALYTICAL PROC. N°: / IPOTOKON AHAITU3A Ne: SRAS-9WACRV.3 EXP./ CPOK TOOQHOCTW: 04/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIU NICTOYHUK METOOB AHAJIMU3A: Normative documentation / HopmaTtusHas
AokymeHTauus [N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHUWUKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTaszonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPMN NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUW:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALEBTUYECKOU CYBCTAHLMU NPOU3BOOUTENSA
rMo: 24090271

APl MANUFACTURER NAME / :
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanumed MuHaen MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENIA ®APMALIEBTUMECKOU CYECTAHLIUU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundukauuu Pesynbratbl

Microbial purity / Mukpo6uonoruyeckas
yucrorta

Total aerobic microbial count (TAMC) / Not more than 102 CFU / ml / <1CFU/m}
O6uwee yncno aspobHbix HakTepui He 6onee 102 KOE/Mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/ <1CFU/ml
Obuwee 4MCNO APOXCKEBLIX U NNECHeBbIX puboB 1
He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn Absent / OTcyTcTBYylOT
Staphylococcus aureus Absence in 1 ml/ OTtcytctBue B 1 Mn Absent / OtcyTcTBYyIOT
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 C HaBUHYMBAEMOW MONMUNPONUIEHOBON
KPbILLKOM CO BCTPOEHHOM nuneTkoil us ctekna Tuna | Complies / CooTBeTCTBYET
3 (EBp. 9.) n 6pombyTUnKayuyka.
Mo 1 chnakoHy c MHCTpYKLUMEN No
NPUMEHEHUIO B NAYKY KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON
OOKyMeHTaumen. Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55506
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 05/2025 C.A/ CEPTU®OUKAT AHAJTU3A:2597/25
ANALYTICAL PROC. N° / MPOTOKOIT AHANTU3A Ne: SRAS-9WACRV.3 EXP. / CPOK TOQHOCTW: 04/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIW MCTOYHWK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
pokymerTaums [ N012964/01-240523 '

CUSTOMER INTERNAL CODE / BHYTPEHHUI/ KOA NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxnopua, MHH: OkcumMeTazonuH:
API MANUFACTURER BATCH NUMBER / HOMEP CEPUMX NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLIUN:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUMECKOW CYECTAHLUN NPOU3BOAUTENA
rNo: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppun PapmaXemukanved MusgeH TmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOMUTENA ®APMALIEBTUMECKOW CYECTAHLIMWU: Germany / T'epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundcdukaumm Pe3ynbTaTthl

Storage / XpaHeHue: At temperature below 25°C. / Mpw TemnepaTtype He Bblwe 25°C.

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

REMARKS / Npume4aHue:
The Product conforms to ND/
MpoaykT cooTBeTCcTBYET TpeboBaHuam HJ

BATCH REMARKS / NMpumeuyaHue ana cepun: —

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 CBMAETENbLCTBYIO, YTO AaHHasA NapTus NpoBepeHa B
COOTBETCTBMM C pa3pelleHVeM Ha MapkeTuHr n Esponefickim pyKOBOACTBOM MO Haanexaleid npous3BoACTBEHHOM
npakTuke ANSA NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / Ananutuk: DECISION / 3a|<m0t|e|-|v|e / Jevs L A/
Bruno Farinha DATE/fata: 2o /,p /&
M. Inés Ribeiro ZJ

QUALIFIED PERSON / OTBeTCcTBEHHOE NNLLO:

/
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