SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUN KO NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 30829
MANUFACTURE DATE: / IATA U3rOTOBNEHWA: 07/2023 C.A/ CEPTUOUKAT AHATTU3A: 4152/23
ANALYTICAL PROC. N°: / MIPOTOKON AHANN3A Ne: SRAS-9WACNM.4 EXP./ CPOK TrOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQGEPEHTHbLIW UICTOYHUK METOAOB AHANMU3A: Normative documentation / HopmaTusHas
AokymeHTauus 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KNUEHTA: 81775837

APl NAME / HAMUMEHOBAHUE ®APMALUEBTUYECKOW CYECTAHUWMN:
Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYBCTAHLWU: 23010347

API MANUFACTURER NAME / .
HAVMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / . Bl
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuucbukaumm Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3apauHbIi Complies/
WM NOYMTU MpPO3PadHbIl  PacTBOP OT MOYTH CootseTcTBYET
GecugeTHOro Ao cnabo-xenToro useTa.
Identity / MoanuHHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTasonuna rugpoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /
Bpemsi  ydepxvBaHMA  OCHOBHOrO MAMKa  Ha CooTtBeTcTBYET
XpoMaTtorpaMme MCNbITYeMOro pacTeopa AOMKHO
COOTBETCTBORATL BpPEMEHU YAEpXUBaHUA

OCHOBHOrO NuKka Ha xpomartorpamme cTaHgapTHOro
pacTeopa OKCMMeTasonnHa rmapoxnopuaa,
NonNyyYeHHoN Npwu KONU4EeCTBEHHOM onpeaeneHuu.

. , Retention tlme of the main peak in the
Eﬁg;:l:omum chloride / BenzankoHus chromatogrgm of the test solutiop should qomply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /
solution obtained in the Assay test. / Bpems CootBeTcTBYET
yAEPXUBaAHUSA OCHOBHOTO nvika Ha
XpomaTorpammMe UCnbITyeMoro pacTeopa AOIKHO
COOTBETCTBOBATHL BpEMEHU yAepXuBaHus
OCHOBHOTO nuka Ha XpomarorpaMme
CTaHQapTHOro pacTteopa GeHsankoHus xnopwaa,
NONy4YeHHON NpK KONWYECTBEHHOM ONpeaeneHn.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANNU3A FOTOBOIO NPOAYKTA

_PRODUCT/HPO,QYKT: Nasivin Nasal Drops 0.01 % Russia / HasneunH® xannu Ha3anbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO, MPOAYKTA: 704530

BATCH Ne / MAPTHUA Ne /: 30829

| MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 07/2023

C.A |/ CEPTU®UKAT AHANN3A: 4152/23

ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACNM.4

EXP./CPOK FrOHOCTW: 07/2026

| AokymenTauwsa N N012964/01-221221

| ANALYTICAL REFERENCE | PEQEPEHTHBIV UCTOYHUK METOROB AHANW3A: Normative documentation / HopmatveHas

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KNUEHTA: 81775837

Oxymetazoline Hydrochloride

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUN:

APl BATCH NUMBER / HOMEP CEPUU ®APMALEBTUYECKOW CYBCTAHLMN: 23010347

APl MANUFACTURER NAME /

 HAUMEHOBAHWE NPON3BOAUTENA PAPMALIEBTUMECKON CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / )
CTPAHA NPOU3BOANTENA DAPMALIEBTUMECKOW CYECTAHLIUWN: Germany

OKCMMETa3onnHa rugpoxnopuaa.
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TESTS SPECIFICATIONS RESULTS
MNoxasarenu Cneuundmkaumn PesynbTarthbl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuns Complies /
npenapaTta He [omkHa npeBLIWaTh CooTteeTcTBYyeT
onanecueHUMto  aTanoHa cpaBHeHus  |I/Boabl
OUNLLEHHON,
Color / LiBeTHOCTBL The product should be colorless or be comparable
to reference solution Y7. / MpenapaT aonxeH GuiTh
fecuBeTHbIM WU BbIAEPXKMBATL CPaBHEHWE C Complies /
aTanoHom Yz. CootBeTcTBYET
Relative density (d 20/20) / OTHOcuTEeNnbHan From 1.006 to 1.010/ O1 1,006 go 1,010
nnotHocTb (d 20/20) 1.007
pH From5.5t06.5/015,50086,5
6.0
Osmolality / OcMmonsinbHoOCTL From 270 to 330 mOsmallkg / Ot 270 no 330
mOcmonb/kr 283
Relative impurities / PoacTsetHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuuHan Not more than 0.1 % / He 6onee 0,1 % <0.1%
HenaeHTUUUMpPOBaHHas NpUMech
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 % <0.1%
Assay / KonuyectBeHHOe onpeaenexue -
Oxymetazoline hydrochloride / From 92.5 to 102.5 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopua hydrochloride/ O1 92,5 go 102,5 mkr/mn 100.6
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HaauBuH® kannu HasanbHbie 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHUIA KOA NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30829
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 07/2023 C.A/CEPTUOUKAT AHATIU3A: 4152/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHAITU3A Ne: SRAS-9WACNM.4 EXP./ CPOK TOAHOCTH: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHBLIN NICTOYHUK METOAOB AHAINU3A: Normative documentation / HopmatusHas
AOKyMmeHTaumsa M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KMUEHTA: 81775837

API NAME / HAMUMEHOBAHWE ©®APMALIEBTUYECKOU CYBCTAHLWA:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMAUEBTUYECKOW CYECTAHUNN: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOUSBOAUTENA ®APMALEBTUYECKOW CYECTAHLWU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuucbukauun Pe3synbTaThl
Benzalkonium chloride / BeraankoHusi X10puA From 45 to 55 pg/mL of benzalkonium chloride/ OT 48
45 po 55 mkr/mn BeHsankoHus xnopuaa
Microbial purity / Mukpo6uonoruyeckas §
yucrora
Total aerobic microbial count (TAMC) / Not more than 102 CFU /ml /
06 " <1 UFC/ml
wiee Yncno aspobHbix BakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CEU /ml /
(TYMC) / ObLyee YnCro ApOXOKEBbLIX W a:\ m <1 UFC/mi
nnecHesblx rpnbos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcteue B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ Otcytcteune B 1 mn Absent/ml
5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska 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 5 mn npenapaTta BO ¢nakoH TEMHOro Complies /
CTekna ¢ HaBUMHYMBAEMOW MNOMUNPONUNEHOBOM Cootsetcrayet
KPbILWKON CO BCTPOEHHON NUNETKOM 13 cTekna Tuna
3 (EBp. ®.) u BpomByTunkayuyka.
Mo 1 dhnakory ¢ MHCTPYKUMEH no
MPUMEHEHUIO B NaYKy KapTOHRYHO,
Labeling / MapkupoBka According to Normative documentation. / B Complies /
COOTBETCTBAWN C HOPMATUBHOM CootBeTcTBYET
OOKYMeHTaunen.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Haauenu® kannu HaszanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA, MPOAYKTA: 704530 BATCH N2/ NAPTUA Ne /: 30829
MANUFACTURE DATE: / JATA U3IrOTOBNEHWA: 07/2023 C.A/ CEPTU®UKAT AHANWU3A: 4152/23
ANALYTICAL PROC. N°: / NPOTOKON AHAJTN3A Ne: SRAS-9WACNM.4 EXP./ CPOK TOOHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAMNW3A: Normative documentation / HopmaTtusHasn
AokymeHTauus M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KO NPOAYKTA KNNEHTA: 81775837

| API NAME / HAUMEHOBAHWE QAPMALEBTUHYECKOW CYBCTAHLNN:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLIMW: 23010347

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NMPON3BOAUTENA ®PAPMALIEBTUYMECKOW CYBCTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKON CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MoxasaTtenw Cneundoukauunn PesynbTathl

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

| REMARKS / fMlpumeudanve:
The Product conforms to ND/
MNpopaykT cooTBeTCTBYET TPEGOBaHUAM H/]

BATCH REMARKS / Mpumeyanue gns 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 CBMAETENLCTBYIO, YTO AaHHA] NApTUA NpoBepeHa B
COOTBETCTBUU C paspelleHMemM Ha MapkeTvHr u EBponeiickuMm pyKoBOACTBOM MO Haanexalwel npon3soAcTBEHHOW
npaKkTuKe ANst NeKapCTBEHHbIX NPOAYKTOB,

ANALIST / AHanuTtuk: ﬂ
DECISION / 3akmovenve:  A(VNLO 2o

Vera Lopes DATE / fata: (_,2? {u} ; 2)) “
M. Inés Ribeiro QUALIFIED PERSON / OtsercTeeHHoe nuuo: VO
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