SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A rOTOBOIO NMNPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu Ha3zanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA, NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45629
MANUFACTURE DATE: / BATA N3rOTOBINEHUA: 01/2025 C.A/ CEPTU®UKAT AHAITU3A: 429/25
ANALYTICAL PROC. N°: / MPOTOKOIN AHAINU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOB AHAJIM3A: Normative documentation / HopmaTusHas
AokymeHTauus M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerasonuHa rugpoxnopug, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLUMU:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLINN MPOU3BOQUTENSA
rNad: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA ®PAPMALIEEBTUYMECKOUW CYBCTAHLUMUN: Siegfried PharmaChemikalien Minden GmbH /
Surdppug PapmaXemukanued MuHaeH Mu6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA PAPMALIEBTUMECKOMN CYBCTAHLIMN: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudmkauun PesynbTarhl

Description/ Onucaxue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpospayHbii
UNM NOYTWM NpO3padHbIil  pPacTBOP OT MOYTU
©ecuseTHOro Ao cnabo-xenToro LBeTa.

Complies /
CooTtBeTcTRYET

Identity / MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochiroide / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi ygoepxuBaHWsi OCHOBHOIO MuWka Ha )
XpoMaTorpamme UCMbITYeMOro pacTBopa [AOMKHO Complies /

COOTBETCTBOBATH BpPeEMeHU yaepXuBaHns Cootsetcrayer
OCHOBHOFO NUKa Ha XpomaTtorpamme CTaHAAPTHOMO
pacteopa OKCMMETAa30MNMHa rmapoxnopuaa,
NOMy4YEeHHOW NPU KONMUYECTBEHHOM ONpeaeneHnu.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chioride standard
solution obtained in the Assay test. / Bpems
yAepKMBaHUA OCHOBHOIO nvika Ha
XpomarorpaMme UCrbITYEMOro pacTBopa AOSMKHO
COOTBETCTBOBATL BPEMEHN yaepXxuBaHus
OCHOBHOIO nvka Ha XpomaTorpamme
cTaHaapTHOro pacteopa GeHsankoHus xropuaa,
NOry4MEHHOW NPpU KONMUYECTBEHHOM OMNpeaeneHun.

Benzalkonium chloride / BeH3ankoHus
xnopua

Complies /
CootBetcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHblie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA, NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 45629
MANUFACTURE DATE: / BATA U3rOTOBJTIEHUA: 01/2025 C.A /| CEPTUOUKAT AHANMU3A: 429/25
ANALYTICAL PROC. N°: / TPOTOKOIIN AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK FOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIU UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatusHas
aokymeHTaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ NMPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopug, MHH: OkcumMeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWU NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUW:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/A ®APMALIEBTUYECKOU CYBCTAHLIMM NMPOU3BOOWNTENA
Mo: 24010263

APl MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanued MungeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIMN: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudukauum Pe3ynbTaThl
Clarity / Mpo3pay4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension [/purified water. / OnanecueHuus
npenaparta He AOMKHA npesbiwaTh Complies /
onanecueHUMl0 3TanoHa cpaBHeHusa |/Boapbl CooTeeTcTBYyET
OMULLIEHHOMA.
Color/ LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb .
Complies /
GecLUBeTHbIM UM BbIAEPXWBATL CpaBHEHWE C c
0O0TBETCTBYET
aTanoHom Y7.
Relative density (d 20/20) / OTHocuTenkHas From 1.006 to 1.010/ O1 1,006 oo 1,010
nnotHocTh (d 20/20) 1,008
pH From5.5t06.5/015,5006,5
6,0
Osmolality / OcmonsnsHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
MOcmonb/Kr 278
Relative impurities / PoacTBeHHbIe Npumecu
Impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuza)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LQ
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUDNLMPOBaHHAs NPUMECH <0.01%
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %
<LQ
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNTM3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu Ha3anbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUU KOJ MPOAOYKTA: 704530 BATCH Ne / DAPTUA Ne /: 45629
MANUFACTURE DATE: / JATA U3rOTOBJTEHUA: 01/2025 C.A/ CEPTUO®UKAT AHANN3A: 429/25
ANALYTICAL PROC. N°: / MPOTOKON AHAIU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTusHas
aokymeHTaumsa NMNQ012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUN KOL, NPOOYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIUM:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEP1W ®APMALIEBTUYECKOUWU CYBCTAHUUN NPON3BOOUTENA
MM®: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALEEBTUYECKOWN CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urcppug PapmaXemukanued MuHaeH MubX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPONU3BOAUNTENA ®PAPMALEBTUYECKOW CYECTAHUWUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuudukauum Pe3ynbraTthbl
Assay / KonuyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 ug/mL of oxymetazoline
OxcnmeTasonuHa ruapoxnopug hydrochloride/ Ot 92,5 go 105 mkr/mn 100,0

OKCUMETA30MNnHa rugpoxnopuaa.

From 45 to 55 pug/mL of benzalkonium chloride/ OT

Benzalkonium chloride / BeHsankoxus xnopug,
45 po 55 mkr/mn 6eH3ankoHWs xnopuaa

46

Microbial purity / MukpoGuonoruyeckas
Yyucrorta
Total aerobic microbial count (TAMC) / Not more than 102 CFU/ml/
O6Lwee yncno aspobHbix BakTepuit He Gonee 102 KOE/Mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / OBLyee 4ncno gpoxokeBbixX 1 1
MNECHEBbIX rpUGoB He 6onee 10 KOE/mn <1 UFC/mI
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue B 1 mMn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue B 1 mn Absent/ml
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INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3zanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA, MPOAOYKTA: 704530 BATCH Ne / NAPTUA Ne /: 45629
MANUFACTURE DATE: / DATA U3rOTOBJTEHUA: 01/2025 C.A /| CEPTUO®UKAT AHAJIU3A: 429/25
ANALYTICAL PROC. N°: / TPOTOKON AHANU3A Ne: SRAS-9WACNM.6 EXP. / CPOK TOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM MICTOYHUK METOLOB AHANU3A: Normative documentation / HopmaTtusHas
AokymeHTaumsa [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPV NPON3BOAUTENA ®APMALEBTUYMECKOWU CYBCTAHLIUN:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOWU CYBCTAHLUWW NPOU3BOANTENA
MMo: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpna PapmaxXemukanned MuHaeH M X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUHMECKOW CYBCTAHLUWUWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuudonkauum PesynbTarhl

5 mL in an amber glass bottle with a polypropylene
Package / Ynaxoska 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 5 mn npenapata BO (pnakoH TEMHOro
cTekna C HaBMHYMBAEMOW NORUNPONUIEHOBOW Complies /
KPBILLIKON CO BCTPOEHHOW NUNETKON W3 cTekna Tuna CooTtBeTcTBYET
3 (Eep. ®.) n 6pombyTUnNKayyyka.
Mo 1 conakoHy C MHCTPYKLMEN MO
fIPUMEHEHUIO B NAYKY KAPTOHHY!IO.

Labeling / MapkupoBka According to Normative documentation. / B .
COOTBETCTBUA C HOPMAaTUBHON Complies /
JOKyMeHTaumei. CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbiwe 25°C.

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

REMARKS / NpumeuaHue:
The Product conforms to ND/
MpopykT cooTBeTcTBYET TpebOBaHUAM HJ,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITM3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HazansHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWW KOA NPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45629
MANUFACTURE DATE: / BATA N3rOTOBJIEHWA: 01/2025 C.A/ CEPTUDUKAT AHAIIU3A: 429/25
ANALYTICAL PROC. N°: / TPOTOKOJT AHATTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOQHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbI® UICTOYHUK METOOOB AHAJIN3A: Normative documentation / HopmatusHas
AokymeHTauusa N NQ12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, MPOOYKTA KIMUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHUWK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuua rugpoxnopua, MHH: OkcuMeTtazonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEBTUYECKOU CYBCTAHLWM:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUUA ®APMALIEBTUMECKOW CYECTAHLIMU NPOU3BOAUTENSA
rMo: 24010263

AP! MANUFACTURER NAME / .
HAMMEHOBAHWE NPON3BOOUTENA ®APMALIEBTUYECKOWN CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemukanmeH MuHaeH Mi6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOU CYECTAHUWUWU: Germany / [epmanus

BATCH REMARKS / NMpumeyvaHue ansa 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 CBUAETENbCTBYIO, YTO LaHHAs napTvs MpoBepeHa B
COOTBETCTBUW C paspelLleHUemM Ha MapkeTVHr 1 EBpOnenckum pyKOBOACTBOM MO HaAanexalield Npou3BOACTBEHHON
npakTuke ANs NekapcTBEHHbIX MPOAYKTOB.

1

ANALIST / AvanuTuk: /
Sonia Chainho DECISION / 3aknioveHue: /" Pl g1
DATE/ : g
M. Ines Ribeiro flata Z//U//&'(i (
QUALIFIED PERSON / OTBeTrcTBEHHOE NULO:
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