SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTN3A FOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ueuH® kannu Ha3anbHbie 0,05% Poceus /

ARTICLE CODE / BHYTPEHHWUN KOJ NPOAYKTA: 704532 BATCH N2/ MAPTUA Ne /: 31498
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 11/2023 C.A/CEPTU®UKAT AHANN3A: 6228/23
ANALYTICAL PROC. N°: / NPOTOKOI AHANN3A Ne: SRAS-9WACU6.4 EXP./CPOKOAHOCTH: 11/2026

| ANALYTICAL REFERENCE /| PEQEPEHTHbIN WCTOYHNK METOOOB AHANN3A: Normative documentation / HopmatveHas
Aokymertaums 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIUEHTA: 81775839

API NAME / HAUMEHOBAHVE ®APMALIEBTUMECKOW CYECTAHLIUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYMECKOW CYECTAHLUWK: 23080121
AP| MANUFACTURER NAME /

HAMMEHOBAHWE NPON3BOAUTENA ®APMALUEBTUYECKON CYBECTAHLIMW: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIMMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneyundpukaymm Pesynbrats!
Color/ LUseTHocTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTh
SGCHBGTHbIM nnn Bblgepxneatb CpaBHeHWE C Comp”es / COOTBeTCTByeT
3TanoHom Y7.
Relative density (d 20/20) / OTHocuTenwHan From 1.006 to 1.010/ O7 1,006 go 1,010 1.007
nnotHocTb (d 20/20) '
pH From5.5t06.5/015,5006,5 59
Osmolality / OcMonsnbHoOCTb From 270 to 330 mOsmolkg / Ot 270 po 330 288
mOcmonb/Kr
Related substances / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumeck A Not more than 0.5 % / He 6onee 0,5 % 2ILD
(npoaykT ruaponunsa)
Impurity ZP-1 / Npumecs ZP-1 Nol more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EaquHudHasn Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUULMPOBaHHAA NPUMECh <LD
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % =i
Assay / KonnuectBeHHoe onpegenenve
Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 499
ruapoxnopug hydrochloride/ OT 475 no 525 mkr/mn
OKCUMETAa30NMHa rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHua xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 51
45 po 55 mxr/mn GeH3ankoHnsa xnopvaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOLYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31498
MANUFACTURE DATE: / ATA U3FOTOBNEHUA: 11/2023 C.A/ CEPTU®UKAT AHAINUN3A: 6228/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4 EXP./ CPOKFOOHOCTW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM MCTOYHUK METOAOB AHAMNMU3A: Normative documentation / HopmaTusHas
AokymeHTaunsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA MPOAYKTA KINUEHTA: 81775839

API NAME / HAUMEHOBAHUWUE ®APMALIEBTUYECKONU CYBCTAHLUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLNM: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / }
CTPAHA NPON3BOAUTENA PAPMALIEBTUYECKOWN CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MoxkasaTtenu Cneuudumkauuu PeaynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / NMpoapauHeIi Complies / CooTseTcTayeT
UNU NoYTU nNpospayHbii pacTBop OT MNoYTK
BecuBeTHoro Ao cnaGo-xenToro UseTa.

Identity/ MognuHHocT Retention  time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OKkcumeTasviinHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTBeTCTBYET
Bpems  ynoepxwvBaHus  OCHOBHOrO nuka Ha
XpoMmaTtorpaMme WUCMbITYEMOro pacTeopa [AOMKHO
COOTBETCTBOBATL BpPEMEHU yASPKUBaAHUA
OCHOBHOTO Nvika Ha XxpoMaTtorpaMmme CTaHaapTHOro
pacteopa OKCUMETA30NUHA rmapoxnopuaa,
MONYYEHHOI MPN KONUYECTBEHHOM ONpeAeneHnu.

Benzalkonium chloride / BeHzankoHust 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 | Complies / CootBeTcTyeT
solution obtained in the Assay test. / Bpewms
YAEPKNBaAHNSA OCHOBHOTO NKa Ha XxpomaTorpaMmme
UCNbITYeMOro pactsopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXWBAHUS OCHOBHOTO NUKa Ha
XpomaTorpammve cTaHfapTHoro pacTeopa
BeHsankonus  xnopupa,  AoOAyueHHoW  npu
KOMMYECTBEHHOM ONpeaeneHnn.

Clarity / MpospayuHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus

npenaparta He AOMXKHa npeeblwate | Complies / CootBeTCcTBYET
onanecueHUnto  aTanoHa cpaeHeHus |/Boabl
OYULLLEHHON,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.05 % Russia/ Ha3auBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 31498
MANUFACTURE DATE: / ATA U3rOTOBMNEHUSA: 11/2023 C.A/ CEPTU®UKAT AHAJIN3A: 6228/23
ANALYTICAL PROC. N°: / IPOTOKON AHATU3A Ne: SRAS-SWACUG.4 EXP./ CPOK rOOQHOCTW: 11/2026

ANALYTICAL REFERENCE / PEGEPEHTHbLIN UCTOYHUK METOOOB AHANU3A; Normative documentation / HopmatueHas
nokymeHTauunsa N1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHME ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUUA ®APMALIEBTUYECKOW CYBCTAHLINN: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAWTENA ®APMALIEBTUYECKON CYBCTAHLWWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOWU CYECTAHLWU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudmkauun PesynbraThl
Microbial purity / Mukpo6uonorudeckas

YUCTOTa

Total aerobic microbial count (TAMC) / ObLee Not more than 10° CFU / ml /

. <1 CFU/ml
4ucno aspobHbix BakTepuit He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CEU /ml / p

Obuwee uncno APUNOKEBbIX W 11l IBCHEBBLIX TPUBOB <1 CFU/ ml

He 6onee 10' KOE/Mn

Pscudomonas aeruginosa Absence in 1 ml/ Orcyretene B 1 Mn

Absent / OtcytcTByloT
Staphylococcus aureus Absence in 1 ml/ OtcyTcteue B 1 mMn

Absent/ OtcyTcTRyIOT
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 npenapara Bo ¢dnakoH TEMHOro

CTeKna ¢ HaBMH4YMBAEMOW NONUMPONUNEHOBOM

KPbILKOM CO BCTPOEHHOM NUNETKON U3 cTekna Tuna

3 (EBp. ®.) v GpomByTunkayuyka.

Mo 1 dnakoHy ¢ UHCTPYKUME NO NPUMEHEHUIO B
nayky KapTOHHYIO.

Complies / CooTsetctayer

Labeling / Mapkuposka According to Normative documentation. / B
COOTBETCTBUUN C HOPMATUBHON AOKYMEHTALNEN. Complies / CooTeetctayer

Storage / XpaHeHue: At temperature below 25°C. / [Mpu TemnepaType He Bbiwe 25°C,

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazansmH® xannu HazanbHble 0,05% Poccusa/

ARTICLE CODE / BHYTPEHHUI KOQ NPOAYKTA: 704532 BATCH N2/ NMAPTHUA Ne /: 31498
MANUFACTURE DATE: / IATA U3rOTOBINEHNS: 11/2023 C.A/CEPTUOUKAT AHANNIA: 6228/23
ANALYTICAL PROC. N°: / NPOTOKOJ1 AHAITU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TrOOHOCTM: 11/2026

ANALYTICAL REFERENCE / PEPEPEHTHbIN NICTOYHUK METOIOB AHATNW3A: Normative documentation / HopmaTtusHas
nokymeHTaums M N0124864/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KO NPOAYKTA KNNEHTA: 81775839

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOM CYBCTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHUMW: 23080121

API MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA PAPMALIEBTUMECKON CYECTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYMECKOWU CYECTAHLIWU: Germany

"REMARKS | Mpumeyanue:
The Product conforms to ND/
MNpoaykT cooTeeTcTBYET TpeGosaHuam HJ

BATCH REMARKS / MpumMeuanue ana cepum:

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. / JauHbiM CBUAETENLCTBYIO, YTO A@HHASN NapTUA NPOBEPEHa B
COOTBETCTBUM C pa3petlieHMeM Ha MapkeTUHr n EBponefickum pykoBOoACTBOM MO HaaneXalwien npovaBoACTBEHHOM
npaxkTuke 4Na nekapcTBeHHbLIX MPOAYKTOB.

ANALIST / AHaNUTUK: Je CQ

DECISIONISaKmoquui: ) ﬁ/w
Helena Santos DATE / flara: ; (_//“ ol | :
2.0

M. Inés Ribeiro QUALIFIED PERSON / OTBeTctBeHHOE NMUO:
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