& GF Uv&i‘l‘.;-;r{w .\}

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOTIO NPOOAYKTA

PRGDUCT! MPOAYKT: | Nasivin Nasal Drops 0. 025 % Russia/ Hasuauu@ Kannu HasanbHble 0 025% PDCCHH /

ARTICLE CODE/ BHVTPEHHHH Kon FIPO.EI,YKTA 704531 BATCH Ne I I'IAPTIJ‘IFI NE! 30702
MANUFACTURE DATE: HIATA MSFOTOBHEHMH 05.’2023 C.A{ CEPTVICDVII{AT AHATW3A: 30721‘23
ANALYTICAL PROC Ne: [ NPOTOKON AHAJ‘MSA Ne: SRAS—QWACRV 2 EXP, !/ CPOK I'OQHOCTH: 06/2026

"ANALYTICAL REFERENGE / PEGEPEHTHBIN WCTOYHUK METOA0B AHANU3A: Normative documentation / HopmaTusHas
Lq.ﬂuymem’nmms NE12004/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHMM KOH I'IPO.QYKTA KﬂVIEHTA 81775838

API NAME / HAVEMEHOBAHME ®GAPMALIEBTUYECKOW CVECTAHHMH Oxymetazoiine Hydrochloride
" "API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOW CYBECTAHLIWM: 22100367 )

APl MANUFACTURER NAME / - o T
HAWMEHOBAHWE NPOU3BO/IMTENS ®APMALEBTUYECKOW CYBCTAHLIM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ }
CTPAHA NMPOU3BOOUTENA PAPMALIEBTUHECKOU CYBCTAHLIUMK: Germany

TESTS SPECIFICATIONS RESULTS

MNokasarenwu Crneuucrkaumum Pesynbrarthi
| Description/ Onucanue T Transparent or almost transparent, from a nearly |

colorless to slightly yellow solution. / MpoapauHkli
Nk nNoYTW npospadHbil  pacteop oT nouytu | Complies / Cootsercreyer
BecupeTHoro o crnabo-xenToro Lgera.

Identity/ lognMHHOCTS Retention time of the main peak in the |
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumMeTasonnHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTByeT
Bpemsi  yoepxviBaHusi QCHOBHOIO nNWKa  Ha
XpOMaTOrpamme UCHLITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATH BpEMEHHU yAepXKUBaHWUA

OCHOBHOID nuka Ha Xpomarorpamme
CTaHAapTHOrG  DacTBOpa  OKCUMETA30MHa
ruapoxnopuaa, NONy4YeHHoH npw

KONHWYECTBEHHOM onpegenexHiin.,

Benzalkonium chloride / BeHsankoHus Retention time of the main peak in the
xnopua chromategram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTsetctayer
solution obtained in the Assay test. / Bpewms
YAEPKUBAHWA OCHOBHOID NUKA Ha XpoMaTorpamMme
UCMLITYEMOro pacTsopa JOMKHO COOTBETCTBOBAThL
BPEMEHKM YAEePKMBAHUA OCHOBHOTC MWKa Ha
Xpomarorpamme CTaHRaPTHOrO pacTeopa
BeH3ankoHus  xnopwaa,  MOMYYeHHOW  npw
KONMUYeCTBEHHOM CcnpefenaHun.

| Clarity /Tipospausocts ~ 7| The opalescence of the product shouid not exceed
the opalescence of the reference
suspension I/purified water. / Onanecuenums  Complies / CooteeTcrayer

npenapara He AOoImKHa npeesillaTs
onanecuUeXuuo  aTanoHa  cpasHeHvs  /sopbl
I . " OUULBHHGH,
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IKOUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHANU3A rOTOBOIO NMPOOAYKTA

PRODUCT! HPOQYKT Nasivin Nasal Drops 0.025 % Russia / Ha3nenh® kannu HasanuHble 0,0256% Poccus /

ARTICLE CODE/ BHYTPEHHVM KOO NMPOOYKTA: 704531 BATCH Ne / TAPTUS Ne /: 30702 ]
| MANUFACTURE DATE ID,ATA W3rOTOBNEHWA: 05!2023 ' C. A 1 CEPTVNJHI{AT AHAIIMSA 30?2!23 -
ANALYTICAL PROC N‘J [ NIPOTOKON AHAINKW3A Ne: SRAS—QWACRV 2 EXP [ CPOK ro,uuocm 051’2026

'ANALYTICAL REFERENCE / PEGEPEHTHBIW UCTOYHUK METOAOB AHATIM3A: Normative documentation / HopmaTveHas
cryMeHTauua [ NO124904/01-221221

CUSTOMER INTERNAL CODE ! BHYTPEHHMU‘[ Kon ﬂPOﬂVKTA KﬂVIEHTA 81775838

AP1 NAME / HAMMEHOBAHME CDAPMAHEBTW*IECKOIA CYBCTAHL{MW: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLIMA: 22100367 i ) |

AP| MANUFACTURER NAME /
HAVMEHOBAHUE NPOU3BOAMTENS ®APMALIEBTUMECKON CYECTAHLMM: Sicgfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/ ]

_ CTPAHA MPOU3BOAVTENS ®APMALIEBTUYECKON CYBCTAHLIMM: Germany i

TESTS SPECIFICATIONS RESULTS i
MNokasaTenu Cneuwdukanmnm Pesynbrarthbi
Color/ LisetHocTe " The product should be colorless or be comparable | o
to reference solution Y7, / Mpenapar gonxek Guits
BecuseTHbiM Wnu Bbidepwueate cpaeHewve ¢ | Complies / CoorteetcteyeT
aTancHoM Y.
| Relative density (d 20/20) / OTHocuTenbHanA From 1.006 to 1.010/ Ot 1,006 no 1,010
nnoTHocTe (d 20/20) 1.007
pH T ' From 5.5 t0 6.5/ OT 5,5 A0 6,5 -
5.9
Osmolality / OcMonsnsHoOCTL ~ | From 270 to 330 mOsmolkg / OT 270 go 330 -
mOcmons/kr 284
I
i Relative impurities / PoACTBeHHbIE NpuMecH - T T ]
Impurity A (hydrolysis product) / Npumeck A Not more than 0.5 % / He Gonee 0,5 % <LD
(NpoRykT Mppon1aa)
Impurity ZP-1 [ Tpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EpyHuqnas Not more than 0.1 % / He Gonee 0,1 % <LD
HenaeHTUULMpOBaHHaA NPUMech
] Total impurities/ Cymma npumecein Not more than 1.2 % / He Gonee 1,2 % <LD
" Assay | KonuuecTeeHHoe onpeaencHue - - D -
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxcumeTtasonuHa ruapoxnopu, hydrochloride/ Ot 237,5 oo 262,5 mkr/mn 248.8
OKCUMETAa30oNnHa mgpoxnopwna.
Benzalkonium chloride / Bexsankonus xnopug From 45 to 55 ug/mL of benzalkonium chloride/ Ot 47
45 no 55 mkr/mn GeHaankoHms xnoepuaa
I - |
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A NOTOBOI'O NPOYKTA

PRODUCTI MPOAYKT: Nasivin Nasal Drops 0. 025 % Russia ! Ha3usuu® Kanma HasanbHbIE 0, 025% Poccuni

ARTICLE CODE/ BHYTPEHHMVE KOpA ﬂPOHYKTA 704531 BATCH Ne / TAPTUS Ne /: 30702
| MANUFACTURE DATE I.EIATA MSFOTOB]'IEHMH 05/2023 C.A [ CEPTUOUKAT AHAINTN3A:3072/23
| ANALYTiCAL PROC. N°: / I'TPOTOKOJ'I AHAJ’!HSA Ne: SRAS-OWACRV, 2 EXP./ CPOK FOOHOCTH: 05/2026

"ANALYTICAL REFERENCE | PE®EPEHTHbBIA UCTOUHMK METOOOB AHATU3A: Normative documentation / HopmaTwaHén ]
noxkymentauns M N0129864/01-221221 ) _

CUSTOMER INTERNAL CODE/ BHVTPEHHMH KoAa HPO,{IV}{TA KNMUEHTA: 81775838

AP! NAME { HAHMEHOBAHME QAPMALIEBTMNECKOH CYECTAHMMM Oxymetazolma Hydrochioride

AP! MANUFACTURER NAME | ' ’ ' o

HAWMEHOBAHMWE NPOU3BOAUTENS ®APMALEBTUYECKOW CYBCTAHLIA: Slegfried PharmaChemikalien Minden )
COUNTRY OF MANUFACTURE OF THE AP /
| CTPAHA NPOU3ROAMTENA ®APMALEEBTUYECKOW CYECTAHLIMM: Germany _ o L )
TESTS SPECIFICATIONS RESULTS
Mokasatenu Creuudukaumm Peaynsrathl
Microbial purity / MukpoBuonoruyeckas I .
“YMCcToTa
Total asrobic microbial count (TAMC) / Not more than 10% GFU /mi/ ' <1CFU/m
O6uwee yucno aspoGHbix Gakrepuil He Gosiee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /mi/ <1 CFU/ml
ObLlee yneno APOHOKEBBIX U MNBCHEBLIX rpUBos —— o KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ Otcyrcreue 8 1 Mn Absent / OtcyterayoT
Staphylococcus aureus Absence in 1 ml/ Otcyrcrave B 1 mn Absent / OTcyTcTayioT
“Package | Ynakoska ~ | 10mLinan 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. / Mo 10 mn npenaparta Bo hrakoH TeMHOro
CTekna G HaBuH4MBAEMOW nonunponunexosod | Complies / CooraetcTeyer
KPbiLLKOW CO BCTPOEHHOW NUNETKOW W3 cTekna Tuna
3 (Esp. @.) n GpombyTunkayuyka.

Mo 1 hnakony ¢ MHCTPYKUMeN no

NPUMEHEHWK B Na4ky KapTOoHHYIO.

 Labeling / Mapkuposka According to Normative documentation. /| B
COOTBETCTBUM C HOPMATUBHOM

[OKYMEHTaLWeR, Complies / CooTBercrayer

Storage / XpaHenue: At temperaturs below 25°C. / Mpu Temnepatype He sbilwe 25°C.

Shelf life / Cpox rogHnocTu: 3 years/ 3 rona
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INDUSTRIA QUIMICA E FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANN3A FOTOBOIO MPOAYKTA

PRODUCT! npomm‘r Naswm Nasal Drops 0. 025 % Rusma ] Hasmauu@ Kannu HalanbHole 0, 025% Poccym!

ARTICLE CODE/ BHYTPEHHMM KOﬂ HPOD,YKTA 7’0453‘? BATCH Ne / l'IAF’TVlﬂ N“i 30702
MANUFACTURE DATE { BATA HSFOTOBJ’IEHMH 05]2023 C A J' CEPTMQMKAT AHAHM3A 30721’23
ANALYTICAL PROC N°: IFIPOTOKOJ'I AHA]'WI3A Ne: SRAS OWACRV.2 EXP ICPOK I'O,EIHOCTM 05/2026 i

l “ANALYTICAL REFERENCE / PE®EPEHTHbBIW MCTOYHWK METOQOB AHAMNU3A: Normative documentation / HopmatveHas |
posyMeHTauma MNG12964/01-221221

| CUSTDMER INTERNAL CODE/ BHYTPEHHMM Kon ﬂPO,B,YKTA KHMEHTA 81775838

API NAME / HAMUMEHOBAHWE CDAPMALI.EBTW*{ECKOH CYECTAHLIV[M Oxymetazo[me Hydrochlorlde
API BATCH NUMBER / HOMEP CEPVN ®APMALIEBTUYECKOW CYBCTAHLINN: 22100367

"AP1 MANUFACTURER NAME / T o
HAVMEHOBAHVE NPOU3BOMAUTENA GAPMALEBTUYECKOA CYBCTAHLMM: Siegfried PharmaChemikallen Minden

COUNTRY OF MANUFACTURE OF THE API ]/

REMARKS / Nlpumeyanne:
The Product conforms to ND/f
MpopykT cooTeeTcTBYET TpeboBaHuam HL

BATCH REMARK?HPWMeHaHMQ R};;l cepuu: T T T/ e R S

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 €BUASTENLCTBYIO, YTO AaHHAs MapTwa npoBepeHa B
COOTBETCTBUM C Pa3PElUeHNeM Ha MEAPKETUHr W EBpOneickuM pyKOBOACTBOM NO Haanewailed npovssoACTBeHHOW
npakTuKe ANs NeKapcTBEHHLIX NPOAYKTOB.

s — i " - I ] V1.

ANALIST [ AHanuTuk:

DECISION / 3aknioveHue: T4 G /,
Alexandre Bento A
M. Ines Ribeiro DATE/ flata: 7,/ ; - {,ﬁ’

QUALIFIED PERSON / OTBeTCTBEHHO® NULO: | r)

TENEFSPITR S C - — - -—
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