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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANU3A FrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55781
MANUFACTURE DATE: / JATA W3rOTOBINEHWA: 07/2025 C.A/ CEPTU®UNKAT AHANU3A: 3531/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJIU3A Ne: SRAS-9WACRV.3 EXP. / CPOK FrOQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOAOB AHAJNMU3A: Normative documentation / HopmaTtusHas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NPOAOYKTA KIIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumMeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLNK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEEBTUYMECKOW CYECTAHLIUY NMPOU3BOOUTENA
IJ®: 25040210

APl MANUFACTURER NAME / .
HAWMEHOBAHUE NPOU3BOAUTENA ®APMALEEBTUYECKOWU CYECTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcdbpua PapmaXemukanvmed MuHaer MmbX

COUNTRY OF MANUFACTURE OF THE API/ 3
CTPAHA NPOW3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLMU: Germany / MepmaHust

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneumndunkaumnmu PesynbTaThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3pauHeii | Complies / CooTBeTcTBYET
UNM NOYTUM Npo3payHbli  pacTBOp OT MOYTH
6ecupeTHoro go cnabo-XenToro LBeTa.

Identity/ MoanuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTtasonuHa rugpoxnopua, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
Bpema ydepxuBaHWs OCHOBHOrO MNuka Ha
XpomaTorpaMmme UCTLITYEMOro pacTBopa AOSKHO
COOTBETCTBOBATbL BpEMEHU yAepXXuBaHus

OCHOBHOIO nuka Ha XpoMaTtorpaMme
CTaHAapTHOrO  pacTBopa  OKCUMeTa3onuHa
rugpoxnopuaa, Nony4YeHHo npu

KONW4YeCTBEHHOM OonpeaeneHnu.

Benzalkonium chloride / BeHsankoHus 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. / Bpemsi | Complies/ CooTeeTcTBYeET
yAEepX1BaHUA OCHOBHOFO NUKA Ha XpomaTorpamMe
MCMbITYeMOro pacteopa AOMKHO COOTBETCTBOBaTb
BPEMEHN YAEepXWBaAHWA OCHOBHOIO MWKa Ha
XxpomaTorpaMmme CTaHzapTHOro pacTteopa
6eHsankoHnss  xnopuaa,  MOMYYEHHOW  npu
KONMMYECTBEHHOM OnpeAeneHunm.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHums | Complies / CootBeTcTBYET
npenapata He AoMmkHa npesbILLaTh
onanecueHUMI0O 3TanoHa CpaBHeHWA |/Boabl
OMULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHMM KOJ NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: §5781
MANUFACTURE DATE: / BATA U3rOTOBMEHWUA: 07/2025 C.A | CEPTUDUKAT AHAJU3A: 3531/25
ANALYTICAL PROC. N°: / TPOTOKON AHANN3A Ne: SRAS-9WACRV.3 EXP. / CPOK TOAHOCTMU: 06/2028

ANALYTICAL REFERENCE /| PEQEPEHTHbLIU WCTOYHUK METOAOB AHAMNW3A: Normative documentation / HopmaTtusHasn
nokymenTauns N N012964/01 -240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOO NPOAYKTA KINUEHTA: 81775838
API NAME, INN / HAMMEHOBAHWE ®APMALEBTMYECKOW CYBCTAHUWUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline | OkcvmeTasonuHa ruapoxnopua, MHH: OKCUMETA3OJINH:
APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOOUTENA ®APMALEEBTUYECKOW CYBCTAHLIUK:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU mAPMALlEBTVNECKOﬁ CYBCTAHLUMUW NPOU3BOAUTENA
rno: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKON CYECTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanned MuHaeH rm6X

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA NPOU3BOAUTENA ®APMALIEEBTUMECKOW CYBECTAHLUWWU: Germany | Tepmanua

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundmkauumn PesynbtaThl
Color / LiBeTHOCTHL The product should be colorless or be comparable
to reference solution Yz. / MpenapaTt formkeH 6biTe
fecuBeTHbIM WM BLIAEPXMBaTb CpaBHeHue ¢
3TanoHoM Y7. Complies / CooTBeTCTBYET
Relative density (d 20/20) / OTHOocuTenkeHan From 1.006 to 1.010/ OT 1,006 no 1,010 1.006
nnoTHocThb (d 20/20)
pH From55t06.5/0755006,5 59
Osmolality / OcmonanbHOCTL From 270 to 330 mOsmolkg / Ot 270 po 330 284
mOcMonb/Kr
Relative impurities / PoacTBeHHble npuMecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpOJyKT rpaponusa)
Impurity ZP-1/ Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHu4Has Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUULMpOoBaHHas NpuMech
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyectseHHoe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OKcuMeTasonuHa rugpoxnopua hydrochloride/ Ot 237,5 8o 262,5 mkr/mn 249.5
oKcUMeTasonuHa rugpoxnopuaa.
Benzalkonium chloride / BeHzankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ OT a7
45 po 55 mMkr/mn BensankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A TOTOBOI'O NPOAYKTA

r_PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOl MPOQYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55781
MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 07/2025 C.A/ CEPTU®UKAT AHAJU3A: 3531/25
ANALYTICAL PROC. N°: / MPOTOKON AHATNMU3A Ne: SRAS-9WACRV.3 EXP./ CPOK TrOAHOCTW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIV NICTOYHUK METOOOB AHAJU3A: Normative documentation / HopmaTugHas
AokymenTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOR, MPOQYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMmeTazonuya rugpoxnopua, MHH: OkcumeTasonuH: _

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®PAPMALEEBTUMECKOW CYECTAHLIUNU:
24272098

FP MANUFACTURER API| BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOU CYBCTAHLUWUW NPOU3BOANTENS
Mo®: 25040210

API MANUFACTURER NAME /

HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUUMN: Siegfried PharmaChemikalien Minden GmbH /
3urcdppua PapmaXemukanued MurgeH MbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLUMWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneuundukaumm PesynbTaThl

Microbial purity / Mukpo6uonoruueckasn

yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / <1CFU/mi
Obuee uncno aspobHbIx BakTepui He 6onee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU / mil / <1 CFU/ml
ObLiee 41crno ApoXKEBBIX U MIECHEBbLIX rprbos He Gonee 10" KOE/wn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBre B 1 Mn Absent/ OtcyTcTBytOT
Staphylococcus aureus Absence in 1 ml/ Otcytcteve B 1 Mn Absent / OtcyTcTByloT

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 dNakoH TEMHOrO
CTeKna C HaBUHYMBaAEMOW MONWUNPONUIIEHOBOM
KPBILUKOM CO BCTPOEHHON nuneTkon us ctekna tuna | Complies / CooTBeTcTBYET
3 (Esp. ®.) u 6pombByTUNKay4yka.
Mo 1 cbnakoHy ¢ UHCTpyKUMeEn Mo
NPUMEHEHUIO B NaYKy KapPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBUMN C HOPMATUBHOM
OOKyMeHTauumen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia /| Ha3anBuH® kannv Ha3anbHble 0,025% Poccus /

ARTICLE CODE/ BHYTPEHHUMW KO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55781
MANUFACTURE DATE: / BATA U3rOTOBJEHUSA: 07/2025 C.A | CEPTUGUKAT AHAJTU3A: 3531/25
ANALYTICAL PROC. N°: / MTPOTOKON AHANU3A Ne: SRAS-9WACRV.3 EXP. | CPOK rOQHOCTH: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOJOB AHAIU3A: Normative documentation / HopmaTtueHas
nokymentaums N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHUUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OxcuMeTa3onnHa ruApoxnopuA, MHH: OkcuMeTa3oNnuH: .
AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLIM:

24272098
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHMECKOU CYBCTAHLIUK NPOU3BOAUTENA

Mmo: 25040210

API MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLIMM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanues Munaen TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUHECKOU CYBCTAHLIUU: Germany / Fepmanns

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundunkauumn PesynbTarbl

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepartype He Beilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 ropa (- 1 MecsLL)

REMARKS / lpumeuaHue:
The Product conforms to ND/
TpoaykT COOTBETCTBYET TpeBGoBaHUAM HO

BATCH REMARKS / lMpumevaHue gns 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. / [aHHbiM cBUAETENLCTBYO, YTO AaHHaA napTus nposepeHa B

COOTBETCTBUM C paspelleHneM Ha MapkeTWHr u EBponeinckim pyKOBOACTBOM O Hagnexawen npou3BOACTBEHHON
npaKTuke ANs NeKapCTBEHHbLIX NPOAYKTOB.

PEENSTREARARITA: DECISION / 3akriouenue: /'\;,f/l,«,o\/ﬂ 24

Bruno Farinha DATE / fata: (Q(’( O’} J/ Z-Q & .

WMSRESRIDEID QUALIFIED PERSON / OTBETCTBEHHOE NULIO: \J
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