SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44524
MANUFACTURE DATE: / BATA U3rOTOBITEHUS: 04/2024 C.A/ CEPTU®UKAT AHATIN3A: 2536/24
ANALYTICAL PROC. N°: / MIPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOAHOCTMU: 03/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOROB AHAMMU3A: Normative documentation / HopmaTtusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOA NPOAYKTA KIMMUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOWU CYECTAHLIUM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: Okcumerasonud

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOM3BOAUTENR ®APMALIEBTUYECKOW CYECTAHLUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYBECTAHLIMXA NPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUHMECKOUW CYBCTAHLUMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanved MuHaeH T'm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIMU: Germany / TepMaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuudumkauum Pe3ynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / NMpospauyHblii
VAW MOYTM NpO3pauHbliAi pacTBOp OT MNOYTU
6ecLBeTHOro Ao cnabo-xenToro LBeTa.

Complies / CooTtBeTcTBYET

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa ruppoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHUsi OCHOBHOTO nuka Ha
XpomatorpamMme WCrLITyeMoro pacTeopa A0NXHO | Complies / CooTeeTcTBYET
COOTBETCTBOBATH BpEMEHHU yaepmBaHus

OCHOBHOrO nuka Ha Xpomartorpamme
CTaHAApPTHOrO  pacTBopa  OKCMMeTa3osMHa
rMapoOXnopuAa, nosly4YeHHoi npwv

KONU4eCcTBeHHOM onpeaeneHuu.

Benzalkonium chloride / BeHsankoHus Retention time of the main peak in the
xnopun 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. / Bpewms
yaepxusaHusi OCHOBHOIoO NUKa Ha Xxpomatorpamme Comp"es / CootBseTcrByeT
MCHBITYEMOro pacTBopa AOMKHO COOTBETCTBOBATb
BPEMEHM YAEpPXKUBAHUA OCHOBHOMO NWKa Ha
XpomaTorpamme cTaHpapTHOro pacTeopa
GeH3ankoHMa  xnopwuaa,  NONYYeHHoOW  npu
KONTM4ECTBEHHOM OflpeaeneHuny.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTseTcTayeT

npenapara He JOIKHa npeBbIWaTh
onanecueHLuMio aTanoHa cpaBHeHus |/Boapl
OYULLLIEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia/ Ha3ueuH® Kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531

BATCH Ne / MTAPTUA Ne /: 44524

MANUFACTURE DATE: / DATA U3rOTOBINEHUA: 04/2024

C.A | CEPTUOUKAT AHATIU3A: 2536/24

ANALYTICAL PROC. N°: / TPOTOKO/ AHAJIU3A Ne: SRAS-OWACRV.2

EXP. / CPOK FTOAHOCTH: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHbBI UICTOYHUK METOAOB AHAJU3A: Normative documentation / HopmaTtusHas

pokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KOJ1 NPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKON CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTa3onuHa ruapoxXnopuA, MHH: OkcuMeTa3onuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALEB

23202119

TUYECKOW CYBCTAHLIUW:

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMA

re: 23120291

LEBTUYECKOW CYBECTAHLUW NPOU3BOAUTENA

API MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALEBTUYECKOW

3urdpua PapmaXemmkanueH MunaeH M6X

CYBCTAHUMMU: Siegfried PharmaChemikalien Minden GmbH/

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUWUW: Germany / Fepmanus

TESTS
MokasaTenu

SPECIFICATIONS
Cneuudpukaumm

RESULTS
Pe3aynbTaTtbl

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y./ Mpenapar AormkeH ObITb
6ecLBeTHbIM UNW  BblAepXuBaTb CpaBHeHWe ¢
3TanoHoM Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTensHas

From 1.006 to 1.010 / Ot 1,006 no 1,010

nnotHocTh (d 20/20) 1,007
pH From 5.5t0 6.5/ 0t 5,5 no 6,5
59
Osmolality / OcmonanbHOCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcmonb/Kr
283
Relative impurities / PoacTBeHHble npuMecu
Impurity A (hydrolysis product) / NMpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuaa)
Impurity ZP-1 / Mpumecsy ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eaunuuxas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTudMUMpoBaHHas NpUMech
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHoOe onpeaenexHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopua, hydrochloride/ Ot 237,5 ao 262,5 mkr/mn 249.8
OKCMMEeTa30nNnHa ruapoxnopuaa. '
Benzalkonium chloride / BeHaankoHua xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn GeHsankoHna xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA, MPORYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44524
MANUFACTURE DATE: / DATA U3FOTOBNEHUA: 04/2024 C.A/ CEPTU®UKAT AHATU3A: 2536/24
ANALYTICAL PROC. N° / MIPOTOKONM AHATTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOAHOCTU: 03/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIN UCTOYHUK METOIOB AHAJIU3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl MPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTtasonuHa ruapoxnopua, MHH: OkcumetasonuH

AP] MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOWU CYBCTAHLUUU NPOU3BOOUTENSA
o: 23120291

API MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOOUTENSA ®APMALIEBTUYECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
Surcdbpua PapmaXemukanuenH MuHaeH T'm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOOUTENSA ®APMALIEBTUMECKOW CYECTAHLIMK: Germany / epMaHus

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuudukauvm Pe3ynbTathl

Microbial purity / Mukpo6uonorudeckas

yncrora
Total aerobic microbial count (TAMC) / Not more than 102 CEU /ml / 1 CFU/ml
B < m

ObLwee yncno a3pobHbeix HakTepui He Bonee 1 02 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10’ CFU /ml/
ObLee uucno ApodcKkeBbIX U NNECHEBLIX rpubos He Gonee 1 01 KOE/mn <1CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 Mn

Absent / OTtcyTtcTByIOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue 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 npenaparta Bo ¢nakoH TEMHOro
cTekna C HaBWMHYMBAEMOW NONMUNPONUIIEHOBOW
KPbILWKOW CO BCTPOEHHOW NUNETKOW M3 CTekna Tuna
3 (Eep. @.) u 6pombyTUnKayyyKa.

Mo 1 chnakoHy ¢ MHCTpyKUMen nNo

NPUMEHEHUIO B NayKy KapTOHHYO.

Complies / CooTtBeTcTayeT

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBUMN C HOPMATUBHOW
AOKYMeHTauuen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOLYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBMH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /. 44524
MANUFACTURE DATE: / OATA U3rOTOBREHUA: 04/2024 C.A /| CEPTUOUKAT AHATNU3A: 2536/24
ANALYTICAL PROC. N°: / IPOTOKOI AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOOQHOCTH: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIW UCTOYHUK METOOOB AHANMU3A: Normative documentation / HopmaTuBHas
pokymenTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOJ NPOAYKTA KIUMEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUNUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTa3zonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTU4ECKOW CYBECTAHLIUW NPON3BOAUTENA
rno: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOM3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUK: Siegfried PharmaChemikalien Minden GmbH /

3urcdpua PapmaXemukanued MunaeH Tmo6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIMN: Germany / F'epmanus

TESTS SPECIFICATIONS RESULTS
MNMokasaTenu Cneuudmkaummn Pesynbrath!

Storage / XpaHeHue: At temperature below 25°C. / [pu TemnepaType He Bblille 25°C.

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roga (- 1 mecau)

REMARKS / lNpumeyaHue:
The Product conforms to ND/
MpoaykT cooteeTcTyeT TpeGosaHuam H

BATCH REMARKS / MpumeuaHune ansa cepuv:

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. / [aHHeIM CBUAETENLCTBYIO, YTO AaHHAA NapTWA NpOBEpeHa B
COOTBETCTBAM C Pa3pellieHneM Ha MapKeTuHr v EBponefickum pyKOBOACTBOM MO HaAmexalled NPON3BOACTBEHHOW
npakTuke Ans fIekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuK: .
Sonia Chainho DECISION / 3aknioyeHwue: Qcﬂ

DATE / flara: 24 (O 52/ - 0
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOS NULO:
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