SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHMUW KOQ NPOAYKTA: 704531 BATCH Ne / MAPTHUA Ne /: 45035
MANUFACTURE DATE: / QATA U3rOTOBNEHUSA: 07/2024 C.A/ CEPTUO®UKAT AHAJU3A: 4057/24
ANALYTICAL PROC. N°: / TPOTOKOJN AHANIN3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTHU: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIY UICTOYHUK METOOOB AHANMU3A: Normative documentation / HopmaTushas
AokymeHTauus [T N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL, NPOAYKTA KINUEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOWU CYECTAHLWUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumetasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOM3BOOUTENA ®APMALIEBTUYECKOW CYECTAHLUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOM CYECTAHUUU NPOU3BOOUTENA
Mo: 24010263

APl MANUFACTURER NAME / :
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
Burcppua PapmaXemvikanved Munger M6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHUMWW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauyum Pesynbrartbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spaykbiv
MAW  MOYTM MpPO3padHbil  PACTBOP OT NOYTU
becuseTHOro A0 cnabo-XenToro useTa.

Complies / CooTBeTcTBYET

Identity/ MognuHuHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTazonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuMBaHWA OCHOBHOFO NWKa Ha
XpOMaTorpamMme MCnbITYeMOoro pacTeopa AONKHO | Gomplies / CooTBeTCTBYET
COOTBETCTBOBATb BpEMEHU yAEpXUBaHUA

OCHOBHOrO nuka Ha XpomaTorpamme
CTaHAapTHOrO  pacTeopa  OKCUMETa3onuHa
ruapoxnopuaa, nony4eHHoi npu

KOnMu4yecTseHHOM onpeaeneHuu.

Benzalkonium chloride / BeH3zankoHus 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. / Bpems
yAepxuneaHUA OCHOBHOIO NUKa Ha XpomaTtorpamme Comp"es / CooTtBeTcTBYET
UCMbLITYEMOro pacTBopa AO/HKHO COOTBETCTBOBATH
BPEMEHN YyAepXWUBaHWS OCHOBHOTO MWKa Ha
Xpomartorpamme cTaHaapTHoro pacTeopa
GeH3ankoHus  xnopuaa,  NONyYeHHOW  npw
KONMYECTBEHHOM ONpeaeneHun.

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

suspension l/purified water. / OnanecueHuus Complies / CooTeeTcTayeT

npenapara He AOMmKHa npeebIWaTh
onanecueHuuio 3TanoHa CcpaBHeHus |/Bogbl
OUYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 45035

MANUFACTURE DATE: / JATA U3FOTOBINEHWUA: 07/2024

C.A | CEPTU®UKAT AHAJTU3A: 4057/24

ANALYTICAL PROC. N°: / MIPOTOKON AHATNU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOHOCTMW: 06/2027

ANALYTICAL REFERENCE / PEOEPEHTHbLIA UICTOYHUK METOAOB AHANWM3A: Normative documentation / Hopmatushas

pokymerTtauma [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUMW KOA NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWUE ®APMALEEBTUYECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuxa rugpoxnopua, MHH: OkcumeTtazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOANTENS ®APMALIEBTUMECKOW CYECTAHLIUM:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLUWW NPOU3BOAUTENS

rNo: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOANTENSA ®APMALIEBTUYECKOW CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden GmbH /

3urcppug GapmaXemukanveH Munaern TM6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBECTAHUMWU: Germany / Fepmanust

TESTS
Mokasarenun

SPECIFICATIONS
Cneuundukauumn

RESULTS
PesynbTarthl

Color / LiBeTHOCTh

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gonxeH 6biTb
6ecuBETHbIM WNU BblAEpXWUBaTL CPaBHEHWE C
aTanoHom Y.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHasn

From 1.006 to 1.010/ Ot 1,006 ao 1,010

nnoTtHocTb (d 20/20) 1,007
pH From 5.5t0 6.5/ 015,56 no 6,5
58
Osmolality / OcmonsansHocTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr
279
Relative impurities / PoacTBeHHbIE NpUMecH
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EaguHnyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUhULMPOBaHHas npMMech
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHoe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcruMeTasonuHa ruapoxnopua hydrochloride/ Ot 237,5 ao 262,5 mkr/mn 245.6
OKCUMeTAa30NMHa ruapoxnopuaa. )
Benzalkonium chloride / BeHaankoHua xnopua From 45 to 55 pug/mL of benzalkonium chloride/ Ot
45 no 55 mxr/mn 6eH3ankoHus xnopuga 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A FrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOR, NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45035
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 07/2024 C.A /| CEPTU®UKAT AHATNN3A: 4057/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TrOAHOCTHU: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOLOB AHAMU3A: Normative documentation / HopmaTueHas
AokymeHTauua [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KIUMEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWU NPOU3BOAUTENA ®APMALUEBTUYECKOU CYECTAHLIUM:
23202119

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBECTAHLUWUN NPOU3BOANTENSA
Mo: 24010263

API MANUFACTURER NAME / 3
HAUMEHOBAHUE MPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpng PapmaXemukanueH MuHgeH Mu6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA PAPMALIEBTUMECKOW CYBCTAHUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudrmkaumm Pesynbrathl
Microbial purity / Mukpo6uonoruyeckas
uucrota
Total aerobic microbial count (TAMC)/ Not more than 10> CFU / ml/ CFU
" <1CFU/ml
Obuuee yncno aspobHeix GakTepuit He Gonee 10% KOE/mA
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml /
ObLuee 4ncrio apoXoKeBbIX U NNECHeBbIX rPUGoB He Gonee 1 01 KOE/mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBre B 1 MmN
Absent / OtcyTcTylOT
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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo ¢nakoH TEMHOro
cTekna C HaBMHYMBAEMOW NOMUNPONUIEHOBOW
KPbILLKOW CO BCTPOEHHOW NUNETKON U3 CTekna Tuna
3 (EBp. 9.) u 6pombyTUNKayuyka.

Mo 1 cnakoHy c MHCTPYKUMEN No

MPUMEHEHWIO B NAYKy KAPTOHHYIO.

Complies / CootBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUWN C HOPMaTUBHOM
JOKyMeHTauuen. Complies / CooTtBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIM3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBMH® kannu Ha3anbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUI KOQ NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45035
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 07/2024 C.A/ CEPTUO®UKAT AHAINU3A: 4057/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJIU3A Neo: SRAS-OWACRV.2 EXP. / CPOK FOAHOCTH: 06/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA MICTOYHUK METOAOB AHANU3A: Normative documentation ! HopmaTusHas
nokymentauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ NMPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUHECKOW CYBCTAHLUUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: Okcumetasonut

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUYECKOW CYBCTAHLUM NPOU3BOAUTENA
rN®: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBECTAHLIMMN: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanued MunaeH TM6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAWUTENA ®APMALIEBTUMECKOWU CYECTAHLIUWN: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuundmkauumn Pe3ynbTartsl

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

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

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeboBaHusim Hll

BATCH REMARKS / lNpumeuanune ans 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 CBUAETENbCTBY!0, YTO AaHHAs NapTuAa NPOBEpEHa B
COOTBETCTBMM C paspelleHMeM Ha MapkeTHr U EBpOnerckMM pyKOBOACTBOM MO Haanexallewn npousBOACTBEHHON
npakTuke Ansi NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuK: .
Sonia Chainho DECISION / 3aknioyeHue: A_ﬁ)uww \/@ C&

DATE / flata: 59 o}/’?}:ﬂ,"r
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO: |7éj\_Q
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