SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHWW KOL MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45499
MANUFACTURE DATE: / AATA N3rOTOBJIEHUA: 11/2024 C.A /| CEPTUO®UKAT AHAINU3A: 6182/24
ANALYTICAL PROC. N°: / TPOTOKOJST AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTMW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOLOB AHAJNU3A: Normative documentation / HopmatusHas
nokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUWUE ®APMALIEBTUYECKOU CYBCTAHUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuua rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOM3BOOUTENS ®APMALIEBTUYECKOU CYBCTAHLIUN:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHUUN NPOU3BOANTENA
Mo: 24252103

API MANUFACTURER NAME / 3
HAMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUMECKOUW CYBCTAHLUMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppuag PapmaXemukanveH MuHgeH M'vwbX

COUNTRY OF MANUFACTURE OF THE APL/ .
CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKOU CYBCTAHLUIUN: Germany / l'epmaHust

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundomkauum Pe3ynbTarhl
Description/ Onucanune Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / iMpospayHbiit
MNU  NOYTWM MpO3padvHbiA  pacTBoOp OT MOYTU
HecupeTHoro fo cnabo-xenToro useTa.

Complies / CooTBeTcTBYeT

Identity/ MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa ruapoxsopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpemMs yAepXuBaHMs OCHOBHOMO NWKa Ha

Xpomartorpamme UCNbITyemoro pacresopa A0NXHO Complies / COOTBeTCTByeT
COOTBETCTBOBaATb BpeMeRn yaepXxXuBaHnA

OCHOBHOIG nuka Ha xpomaTorpamme
CTaHAapTHOrO  pacTBopa  OKCMMETas3onuHa
ruapoxnopuaa, nony4yeHHoM npv

KOnu4ecTBEHHOM onpeaeneHun.

Benzalkonium chloride / GeHzankoHus Retention time of the main peak in the
xnopug 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
yAepXnBaHnMa OCHOBHOIO NKa Ha XxpomaTtorpamme Comp[ies/ COOTBeTCTByeT
MCNbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXKMBAHUS OCHOBHOTO nNWKa Ha
XxpomaTtorpamme cTaHaapTHOro pacteopa
OeHs3ankoHus  xnopuaa,  NonyvYeHHoW  npu
KONMUYECTBEHHOM OonpeaeneHnn.

Clarity / Npo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies / CooTseTcTayet
npenapata He [OMKHa npeebillaTh
onanecueHUnio 3TanoHa cpasHeHus |/BoAbi
OYWNLLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45499

MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 11/2024

C.A /| CEPTU®UKAT AHAIINU3A: 6182/24

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHANU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FrOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbI NICTOYHUK METOOOB AHANMU3A: Normative documentation / HopmatusHas

AokymeHTtaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAOYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALEEBTU4ECKOW CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeraszonuHa rugpoxnopug, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUN:

24080086

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUU MPOU3BOAUTENA

No: 24252103

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUYECKON CYECTAHLUN: Siegfried PharmaChemikalien Minden GmbH /

Surdpug PapmaXemukanvwed MuHaeH M'mbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUU: Germany / lepmanus

TESTS
Mokasatenn

SPECIFICATIONS
Cneuundukaumm

RESULTS
PesynbTarthbl

Color / LiBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / Npenapat ponxeH 6biTh
OecuBEeTHbIM UMM BbIAEPXNBATbL CPaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenLHas

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

nnotHocTk (d 20/20) 1.006
pH From55t06.5/015,5806,5
5.8
Osmolality / OcmonsnbHoOCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcMmonb/Kr
278
Relative impurities / PogcreeHHble npumecu
impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % <LD
(MpoayKT rugponmnsa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuunHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTuuLMpoBaHHas NPUMeCh
Total impurities/ Cymma npumecei Not more than 1.2 % / He bonee 1,2 % <LD
Assay / KonnyectBeHHOe onpegenexue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OxcnmeTasonuHa ruapoxnopug hydrochloride/ Ot 237,5 o 262,5 mkr/mn 2406
oKCMMeTa3onuHa ruapoxnopuaa. =
Benzalkonium chloride / GeHsankoHusi xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn 6eH3ankoHus xnopuaa 46
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIW KOA NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 45499

MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 11/2024

C.A /| CEPTUDOUKAT AHAITU3A: 6182/24

ANALYTICAL PROC. N°: / TPOTOKON AHAINU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtushast

AokymeHTtauna N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOL, MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOU CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALEEBTUYECKOWN CYBCTAHLIUMK:

24080086

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLUWUN NPOU3BOAUTENA

rNad: 24252103

APl MANUFACTURER NAME /

HAUMEHOBAHMUE NPOU3BOOVUTENSA ®APMALIEBTUMECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdbpua PapmaXemukanmed MunaeH MmoxX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLIMN: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS

MokaszaTtenun Cneuundonkauum PezynbTarhl
Microbial purity / Mukpobuonornyeckast
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml /
ObLuee uncno aspobHbix GakTepuit He Gonee 10 KOE/mn <1CFU/ml
Total combined yeast and molds count (TYMC)/ Not more than 160" CEU /ml /
Ob6Lee 4ncno ApoXcKEBLIX 1 MIECHEBLIX rpubos <1CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10’ KOE/mn

Absence in 1 ml/ OtcytctBre B 1 Mn

Absence in 1 ml/ OtcytctBue B 1 Mn

Absent / OtcyTcTBylOT

Absent/ OTtcyTcTeyloT

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 prakoH TEMHOIO
CTekna C HaBMHYMBAEMOW NONUNPONUMIEHOBOW
KPbILLKOW CO BCTPOEHHOMW NUMETKOW 13 CTekNa Tuna
3 (EBp. ®.) u GpombyTunkKayyyka.

Mo 1 cbnakoHy C MHCTPYKUMEN Mo

NPUMEHEHUIO B NAYKy KAPTOHHY!IO.

Complies / CooTtBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUU C HOPMATMBHOW
UURYMEH 1 ALINBA.

Cutniplles / CuuibeiiByel
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TrOTOBOIO NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ, MPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 45499
MANUFACTURE DATE: / IATA U3rOTOBNEHUA: 11/2024 C.A | CEPTUOUKAT AHAIN3A: 6182/24
ANALYTICAL PROC. N°: / TPOTOKOIT AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHANMMU3A: Normative documentation / Hopmatueras
LokymeHTaunsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWU/A KOL, MPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALEBTUYECKOU CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOOUTENA ®APMALIEBTUHECKOWN CYECTAHLUMU:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIUN NPOU3BOAUTENA
rNo: 24252103

API MANUFACTURER NAME / ]
HAUMMEHOBAHWUE NMPON3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdppna PapmaXemukanueH MunaeH M6XxX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPON3BOOUTENA ®APMALIEBTUYECKOU CYEBCTAHLIMK: Germany / ['epmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuudoukauum PesynbTaThl

Storage / XpaHeHnue: At temperature below 25°C. / lpu TemnepaTtype He Bbiwe 25°C.

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

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TPpEbOBaHUaM HJ

BATCH REMARKS / MpumevaHue ans cepun: o i

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. / OaHHbIM CBUAETENLCTBYIO, YTO AGHHAA NapTusi NMpPoBepeHa B
COOTBETCTBMU C paspelleHWeM Ha MapKeTUHr M EBponeickuMm pykoBOACTBOM MO Haanexaliew npou3BOACTBEHHON
npakTuke 4NA NekapCTBEHHbIX NPOAYKTOB.

4 /
ANALIST / AHanuTuk: . Al a3 ;
B barailmoids DECISION / 3akniovenue: //// o/ ad | /
DATE fava:  ({ /12/ 707
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO:
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