SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJNTI3A TOTOBOIO NPOOYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannw HasanbHble 0,025% Poccusa / )
ARTICLE CODE / BHYTPEHHWW KO/l NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 30998 )
MANUFACTURE DATE: / DATA U3rOTOBINEHUA: 07/_263 C.A | CEPTU®OUKAT AHAJTN3A:4404/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHATTU3A N9:§AS-9WACRV.2 EXP./ CPOK TOAHOCTW: 07/2026 )

ANALYTICAL REFERENCE / PE®OEPEHTHbLIN UICTOYHUK METOJOB AHANU3A: Normative documentation / HOpMaTVIBHaﬂ_
pokymeHTauns [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL, MPOAYKTA KINUEHTA: 81775838

APl NAME / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYBCTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOW CYECTAHLINK: 23010347

API MANUFACTURER NAME /

HAMMEHOBAHWE NPON3BOAUTENS ®APMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLNU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundinkauum PesynbraTthbl
Description/ Onucanne Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / IMpo3payHbliii
UM ModMTM  npospadHblid  pactBop oT nouth | Complies / CooTeeTcTBYET
B6ecuBeTHOro Ao crnabo-XenToro upeTa.

Identity/ MopnuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuKia rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTeBeTcTBYET
Bpems  yAepXuBaHWUSI OCHOBHOrO NWKa Ha
XpomaTorpamMmMe WChbITYEMOro pacTeopa AOKHO
COOTBETCTBOBaTbL BpeMeHU yAepXUBaHUS

OCHOBHOTO nuka Ha XpomaTorpamme
CTaHOapTHOro  pacTBopa  OKCUMeTasonuHa
ruapoxmnopvaa, NomyYeHHo npu

KONU4eCcTBEeHHOM onpeaeneHun.

Benzalkonium chloride / BeH3ankoHusA Retention time of the main peak in the
xropva chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CootsetcTayeT
solution obtained in the Assay test. / Bpems
yAepXX1BaHUsi OCHOBHOTO Nka Ha xpomaTtorpaMmme
UCMbITYEMOro pacTBopa A0MKHO COOTBETCTBOBATh
BPEMEHU YIAEpXKUMBAHUA OCHOBHOIMO fiMKa Ha
Xpomarorpammve cTaHaapTHoro pacTtBopa
GeHs3ankoHuss  xropuaa,  NomydeHHoW  npu
KONMWYECTBEHHOM onpeaeneHun.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension !/purified water. / OnanecueHuust | Complies / CooTBeTcTByeT
npenaparta He JomxHa npesbIWaTh
onanecueHUMo 3TanoHa cpaeHeHus |/Boabl
OYMLLIEHHOM.

1/4
IMP.5.10




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HasanesHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWW KOA NPOJYKTA: 704531 BATCH Ne / NAPTUA Ne /: 30998
MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 07/2023 C.A /| CEPTUO®UKAT AHAJTU3A:4404/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHATIU3A Ne: SRAS-9WACRV.2 EXP./CPOK FrOOHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLI UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
AokymeHTaumna M1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KINUEHTA: 81775838

API NAME / HAMUMEHOBAHUE ©®APMALIEBTUMECKOW CYECTAHLUWN: Oxymetazoline Hydrochloride
AP| BATCH NUMBER / HOMEP CEPUW ®APMALUEBTUYECKOW CYECTAHLIUW: 23010347

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALUEBTUYECKOWN CYBCTAHLIUN. Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudmkauuu PesynbTtarthl
Color / UseTHoCTb The product should be colorless or be comparable
to reference solution Yz. / [penapaT pnonxeH ObITb
BecuBeTHbIM UNKU BbigepkuBaTb cpaBHeHne ¢ | Complies / CooTBeTCcTBYET
3TanoHom Y7.
Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ Ot 1,006 no 1,010
nnoTHocTb (d 20/20) 1.008
pH From 5.5t06.5/015,5 0o 6,5
5.9
Osmolality / OcmonsansHoCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcmonb/kr 281
Relative impurities / PoacTBeHHEIe npumecu
Impurity A (hydrolysis product) / MNprumech A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eamnnunas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUhULMPoBaHHasa NpUMech
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecrtBeHHoe onpeaeneHve
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
QOkcumeTazonuvHa ruapoxnopug hydrochloride/ Ot 237,5 80 262,5 mkr/mn 248.3
OKCHMMETA30MNUHa rMapoxnopuaa.
Benzalkonium chloride / BensankoHusa xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ OT 49
45 po 55 mkr/mn ODeHs3ankoHmus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIM3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.025 % Russia/ H;3MBMH® Kannu HaszanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 30998
MANUFACTURE DATE: /| BATA U3IrOTOBJEHWA: 07/2023 C.A | CEPTUDUKAT AHATIN3A:4404/23
ANALYTICAL PROC. N°: / NPOTOKO/T AHAJITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIXN UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTtueHas
AokymeHTauusa N N012964/01-221221 B

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ NPOAYKTA KIUEHTA: 81775838

APl NAME /| HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOMU CYBECTAHLUWN: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTENA ®PAPMALIEBTUMECKOW CYECTAHUUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUMECKOW CYECTAHLIMN: Germany

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuudunkauum PesynbTtarhi
Microbial purity / Mukpo6uonoruyeckas
yucrorta
Total aerobic microbial count (TAMC)/ Not more than 10> CFU /ml / <1 CFU/ml

Obuwee 4ncno aspobHbLIX bakTepun He Gonee 102 KOE/m

Total combined yeast and molds count (TYMC) / Not more than 10" CFU / ml / <1 CFU/ml
ObLee YNCNO APOHKERBIX U NNECHEBLIX rpubos He Gonee 10" KOE/MA

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 mn Absent / OtcyTcTeytoT
Staphylococcus aureus Absence in 1 ml/ Otcytcteue B 1 mn Absent / OtcyTcTBYIOT
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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / o 10 mn npenapaTa BO NakoH TEMHOIO
cTekna ¢ HaBuHYvBaemol nonunponuneHoson | Complies / CootBeTcTByeT
KPbILWKOW CO BCTPOEHHON NUNETKOW M3 cTekna Tuna
3 (EBp. ®.) u 6pombyTUnkayuyka.

Mo 1 cbnakoHy c UHCTpyKLUMen no

NMPUMEHEHUIO B NaUKy KapPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON
OOKyMeHTauuen. Complies / CooTBeTcTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFABIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704531 BATCH Ne / MTAPTWUA Ne /: 30998
MANUFACTURE DATE: / BATA U3rOTOBNEHWUA: 07/2023 C.A/ CEPTUDOUKAT AHAJIN3A:4404/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAJTTN3A Ne: SRAS-9WACRYV.2 EXP./ CPOK 'OOHOCTWU: 07/2026

ANALYTICAL REFERENCE / PE®GEPEHTHbIN UICTOYHUK METOLOB AHAJNU3A: Normative documentation / HopmatueHas
AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NMPOOYKTA KITMEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLINN: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOMN CYECTAHLIUK: 23010347

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOOUTENA ®APMALEBTUYMECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALEBTUYECKOWU CYBCTAHLUU: Germany

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpopyxT cooTBeTcTBYET TpeboBaHuam HI

BATCH REMARKS / Npume4arue 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 AaHHaA NapTUS NpPOBEpeHa B
COOTBETCTBAM C paspelleHneM Ha MapkeTuHr u EBponeickum pykoBOoACTBOM MO Hagnexailen npoussoaCcTBEHHOW
npakTvKe ANs nekapcTBeHHbIX NPOAYKTOB,

,
ANALIST / Ananuhk: DECISION / 3akriovenme: }(/ el
Joana Martins
DATE | fava: =z /P /77
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULLO:
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