SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBmH® kannu HazanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUIA KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45111
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 09/2024 C.A | CEPTUDUKAT AHAITU3A: 4619/24
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOOQHOCTMU: 08/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIM MICTOYHUK METOOB AHAJNU3A: Normative documentation / HopmaTueHas
nokymeHTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOAYKTA KINUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopug, MHH: OkcumeTazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUW MPOU3BOOUTENA ®APMALIEBTUYMECKOW CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLUUU NMPOU3BOAUTENA
FNo: 24010263

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NPOU3BOAUTENA ®PAPMALEEBTUYECKOW CYBCTAHUUN: Siegfried PharmaChemikalien Minden GmbH /
3urcdpua PapmaXemukanueH MungeH MmeX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOANTENA ®PAPMALIEBTUMECKOWU CYECTAHUWWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundukauumm Pe3ynbTartsi
Description/ Onncanmne Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Npo3payHsin
MNU  NoYTW NpOo3pavHbli  pacTBop OT  MoNTU
6ecuseTHoro ao cnabo-xenToro LeeTa.

Complies / CooTBeTcTBYET

Identity/ MoanuHHoCTL 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. /
Bpems yOepkuBaHWs OCHOBHOrO nuka Ha
XpomaTorpamme UCTLITYemMoro pacteopa A0NKHO | Complies / CooTBeTCTRYET
COOTBETCTBOBATb BpEMEH® yAepX1BaHus

OCHOBHOTO nuka Ha XpoMarorpamme
cTaHaapTHOro pacTtBopa OKCUMETa3onuHa
rMapoxnopuaa, NOny4YeHHOM npu

KonnvyecTtBeHHOM 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. / Bpems
yAepXWUBaHNA OCHOBHOIO Nka Ha xpomaTtorpaMme | Complies / CooteeTcTByeT
MCMbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBaTh
BPEMEHU YOEPKUBAHUS OCHOBHOTO nNWKa Ha
XpomaTtorpamme CTaHAapTHOro pacteopa
OeH3ankoHusi  xrnopuaa,  MONyYeHHOW  npu
KOIMM4ECTBEHHOM onpedeneHnu.

Clarity / Mpo3pa4yHocTk The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuns Complies / CooTaeTcTayeT
npenaparta He [ormkHa npeesbllaTh
onarecueHUno 3TanoHa cpaBHeHus |/Bogbl
OYNLLEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOJ MPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45111

MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 09/2024

C.A | CEPTU®UKAT AHAIU3A: 4619/24

ANALYTICAL PROC. N°: / NTIPOTOKON AHAJTTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FrOAHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOAOB AHAINU3A: Normative documentation / HopmatusHas

nokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APIMANUFACTURER BATCH NUMBER / HOMEP CEPVX NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUN:

23202119

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYMECKOU CYBCTAHLUUN NPOU3BOANTENA

r®: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaXemukanuned MunaeH MMoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHUWUU: Germany / Fepmatvis

TESTS
MokazaTenu

SPECIFICATIONS
Cneuundukanum

RESULTS
Pe3synbrarhl

Color / LiBeTHOCTb

The product should be coloriess or be comparable
to reference solution Y7. / MNpenapaTt gonxeH 6biTb
GecuBeTHbBIM WNW  BblAEPXKWUBATE CPABHEHUE C
aTanoHom Yz.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OTHocuTensHasn

From 1.006 to 1.010/ Ot 1,006 go 1,010

nnotHocTk (d 20/20) 1.008
pH From5.5t06.5/015,5006,5
59
Osmolality / OcmonsansHocTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/Kr
275
Relative impurities / PogctBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponunsa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EanHndHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMUUMPOBaHHaS NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpeaenexHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug hydrochloride/ Ot 237,5 po 262,5 mkr/mn 248.1
oKkcumeTasonuHa ruapoxnopuaa. )
Benzalkonium chloride / BeHzankonus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn GeH3aankoHuA xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOI'O NPOAYKTA

| PRODUCT/ MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBMH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHU/ KOL, MPOOYKTA: 704531

BATCH Ne / DAPTUA Ne /: 45111

MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 09/2024

C.A/ CEPTU®UKAT AHAJIU3A: 4619/24

ANALYTICAL PROC. N°: / NPOTOKOJIT1 AHAIU3A Ne: SRAS-QWACRV.2

EXP./CPOK rogHOCTMW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UICTOYHUK METOIOB AHANMU3A: Normative documentation / HopmaTueHas

pokymeHTauusa ' N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOOYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOWN CYBCTAHUMUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumeraszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUA NPOU3BOAUTENS ®APMALIEBTUMECKOU CYECTAHLIUU:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPVU ®APMALEEBTUYECKOU CYBCTAHLIMM NPOU3BOOUTENA

rMo: 24010263

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPON3BOOVTENA ®APMALEBTUYECKOW CYECTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /

3urcdpug PapmaXemukanued Munaen TmbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLIUWU: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS

Mokazatenun Cneuudunkauum PesynbTtarhl
Microbial purity / Mukpo6uonoruuyeckas
yucrora
Total aerobic microbial count (TAMC)/ Not more than 102 CFU / mi /

v <1CFU/mi

Ob6wwee uncno aapobHbix HGakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml/
ObLuee YMCnO APOXCKEBBIX U NNECHEBLIX rpubos <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/Mn

Absence in 1 ml/ OtcytcTeue B 1 mn

Absence in 1 ml/ OtcytcTeue B 1 Mmn

Absent/ OtcyTcTBYIOT

Absent / OtcyTcTBYtOT

Package / YnakoBka

10 mL in an amber glass boftle 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. / o 10 mn npenaparta Bo ®AakoH TEMHOro
cTekna C HaBWHYMBAEMOW NONUNPONUNEHOBOW
KPBILLKON CO BCTPOEHHON NUMETKOW U3 cTekna tmuna
3 (Eep. 9.) n 6pombyTUNKay4dyka.

Mo 1 onakoHy ¢ UHCTpyKUMei no

NPUMEHEHWIO B NMayKy KApTOHHY!IO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUW C HOPMATUBHON
OOKyMeHTauunen.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWW KO, MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45111
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 09/2024 C.A/ CEPTU®UKAT AHAITU3A: 4619/24
ANALYTICAL PROC. N°: / TIPOTOKOIT AHAJIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA NICTOYHUK METOAOB AHAINMU3A: Normative documentation / HopmaTueHas
AokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUMECKOW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rmgpoxnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSR ®APMALIEBTUYECKOW CYECTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBCTAHLUN NPOU3BOAUTENA
Mo: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOANTENA ®APMALEBTUYECKOW CYBCTAHLINN: Siegfried PharmaChemikalien Minden GmbH /
Surdpug PapmaXemukanmed MunaeH F'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALEEBTUYECKOW CYBCTAHLIMN: Germany / epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundukauunm PesynbTtaThl

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Boiwe 25°C.

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

REMARKS / NMpumeyvaHue:
The Product conforms to ND/
MpopykT cooTBeTCTBYET TpebosaHuam H

BATCH REMARKS / NMpumeuanue 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. / [JaHHbIM CBMOETENbLCTBYK, YTO AaHHAs NapTUs NpoBEpeHa B
COOTBETCTBMM C paspelueHMeM Ha MapKeTWHr u EBponenckMm pyKOBOACTBOM MO Haznexalleil npou3BOACTBEHHON
npakTuKke 415 NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / Ananutuk: DECISION / 3aknioueHue:
Sonia Chainho
DATE / fara: 93)04

M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO:
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