SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAIMU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 30827
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 06/2023 C.A/ CEPTUOUKAT AHATN3A: 4150/23 |
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAJTU3A Ne: SRAS-OWACNM.4 EXP./ CPOK rOAHOCTW: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METOQOB AHANMWU3A: Normative documentation / HopmaTtusHag
gokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KNUEHTA: 81775837

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUU:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBECTAHLNK: 23010347

APl MANUFACTURER NAME / }
HAUMEHOBAHWE NPON3BOANTENS ®APMALIEBTUYECKOW CYBCTAHLMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudmkauum Pe3ynbTaTthl

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpoapadHsbii Complies /

UM NOYTU MPO3PayYHbIi  PacTsop OT  NoYTw CooTaetcTByeT
6ecuseTHOro 0o cnabo-xenToro usera.

Identity / MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /

Bpemsi  ynepxvBaHMA  OCHOBHOrO nuKka  Ha CooTtBeTcTBYeT
XpomaTtorpamMme WUCNbITYeMOoro pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHU yAepXUBaHUS
OCHOBHOIO MWKa Ha XpomaTtorpamme CTaH4apTHOTo
pacTtsopa oKcMMETa3onuHa rMapoxnopuaa,
MonyyYeHHoN NPy KONUYECTBEHHOM ONpesenexnn,

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the

S OTIT chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /
solution obtained in the Assay test. / Bpems CooTseTcTByYET
yaepxXuBaHusa OCHOBHOIO nuka Ha

XpomaTorpamMMme UCMLITYEMOTO PacTBopa AOMKHO
COOTBETCTBOBATL BPEMEHU yAepXuBaHus
OCHOBHOIO nuka Ha Xpomarorpamme
CTaHAapTHOro pactBopa GeHs3ankoHus xnopuaa,
NONyYeHHON NpY KONMUYECTBEHHOM OnpeaeneHni.

1/4
IMP.4.12




SOFARIMEX

IKDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaanBuH® kannu Ha3anbHbIe 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWUMY KOA NPOAYKTA: 704530

BATCH Ne / MAPTUA Ne /: 30827

MANUFACTURE DATE: / BATA U3IrOTOBEHUSA: 06/2023

C.A/ CEPTU®UKAT AHATIN3A: 4150/23

ANALYTICAL PROC. N°: / MTPOTOKON AHANU3A Ne: SRAS-9WACNM.4

EXP./CPOK rO0HOCTW: 06/2026

Aokymenrtaums N N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOUYHWUK METOANOB AHAMNMU3A: Normative documentation / HopmaTueHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KNUEHTA: 81775837

Oxymetazoline Hydrochloride

| API NAME / HAUMEHOBAHWE PAPMALEBTUMECKOW CYECTAHLMN:

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAMLIUMN: 23010347

APl MANUFACTURER NAME /

_HAUMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUMECKON CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALEBTUMECKON CYECTAHLMU: Germany

OKCUMeETa30NnHa rngpoxnopuaa.
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TESTS SPECIFICATIONS RESULTS
NokasaTtenun Cneundumkaumn Pesynbtathi
'_Clarity / Nipo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies /
npenapaTta He AOMKHa npesbIWAaTh CooTBetcTByeT
onanecueHUMio  aTanoHa CcpaBHeHus  |/Bofbl
OYNLLIEHHOR,
Color/ LUBeTHOCTH The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomkeH BbiTb
GecuseTHbIM UNWU  BbiAEPXWBATL CPaBHEHWE C Complies /
atanoHom Y7. CooTeeTcTBYET
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT1 1,006 go 1,010
nnotHocTb (d 20/20) 1.007
pH From5.5t06.5/015,5 106,5
6.0
Osmolality / OcmonansHocTL From 270 to 330 mOsmolkg / Ot 270 po 330
MOcCmonb/kr 281
Relative impurities / PogcTteeHHble npumecn
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponuaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He bonee 0,5 % <LD
Individual unidentified impurity / Eauinunas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUMUMPOBaHHAsA NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonuyectBeHHoe onpegenenune ‘
Oxymetazoline hydrochloride / From 92.5 to 102.5 pg/mL of oxymetazoline
OxkcumeTasonuHa rugpoxsiopua hydrochloride/ Ot 92,5 o 102,5 mkr/mn 100.8
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOQYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30827
MANUFACTURE DATE: / BATA U3rOTOBNEHWUA: 06/2023 C.A/ CEPTU®UKAT AHAJTU3A: 4150/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHANU3A Ne: SRAS-OWACNM.4 EXP./ CPOK rOAHOCTW: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmartueHas
AokymeHTauma 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA MPOAYKTA KNUEHTA: 81775837

API NAME / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLUK:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLUUMN: 23010347

AP MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOAUTENA ®APMALIEEBTUYECKOU CYECTAHLUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA PAPMALIEBTUMECKOU CYECTAHLUUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundpmkauun PesynkTarthl
Benzalkonium chloride / BeHsankoHus xnopuia From 45 to 55 pg/mL of benzalkonium chioride/ Ot 48
45 no 55 mkr/mn GeH3ankoHVa xnopuaa
Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 102 CEU / ml /
Obulee 0 a3pobHbIx 6 7 <1 UFC/ml
HIES MUERREAECREEAbERIC P He Gonee 10° KOE/wn
Total combined yeast and molds count Not more than 10" CFU/ml /
(TYMC) / ObLyee uncno apoxokesbIX 1 T L <1 UFC/mi
nnecHeBbIx rpuGos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 Mn Absent/ml
5 mL in an amber glass bottle with a polypropylene
Package / Ynakobka 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. / [To 5 mn npenapata BO (hriakoH TEMHOro Complies /
CTekna ¢ HaBWHYMBAEMON MNONUMPONUIIEHOBON Cooteetcrayet
KPbILLUKOW CO BCTPOEHHON NUNETKOM 13 CTekna Tuna
3 (EBp. ®.) u GpomByTUnKayuyka,
Mo 1 donakoHy ¢ MHCTPYKUMEHR no
NPUMEHEHWNIO B NAYKy KapTOHHY!O,
Labeling / Mapkuposka According to Normative documentation. / B Complies /
COOTBETCTBUWN C HOPMATUBHON CooteeTcTBYET
AOKYMeHTauuei.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasaneuH® kannu HasansHbte 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOl MPOAYKTA: 704530 BATCH Ne / NAPTUSA Ne /: 30827
MANUFACTURE DATE: / DATA U3rOTOBJIEHWA: 06/2023 C.A | CEPTU®UKAT AHATIN3A: 4150/23
ANALYTICAL PROC. N°: / NPOTOKOS AHAMNW3A Ne: SRAS-OWACNM.4 EXP./ CPOK TOJHOCTM: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHLIM MCTOMHWUK METOOOB AHATNW3A: Normative documentation / HopmaTtueHasn
AokymeHtauna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO MPOOYKTA KIMUEHTA: 81775837

API NAME / HAMUMEHOBAHWE ®APMALEBTUYECKOWN CYBCTAHLMN:

Oxymetazoline Hydrochloride

AP! BATCH NUMBER / HOMEP CEPNW ®APMALEBTUYECKOWN CYECTAHLMK: 23010347
API MANUFACTURER NAME /

HAUMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLIUK: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKON CYECTAHUMU: Germany

TESTS SPECIFICATIONS RESULTS
NokasaTtenu Cneuundukaumnmn PeaynbTtatbl

Storage / XpaHeHune: At temperature below 25°C. / MNpu Temnepatype He Bbiue 25°C.

Shelf life / Cpox rogHocTu: 3 years / 3 roga

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cootBeTcTBYET TPeBoBaHUAM HI

BATCH REMARKS / Mpumeyanue gna 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 AaHHasA napTia nposepeHa B
COOTBETCTBMW C paspelleHUeM Ha MapKeTuHr U EBponeickvm pykoBOACTBOM NO Hagnexaltel npou3BoACTBEHHOW
npakTuke ANsS NEeKapCTBEHHbIX NPOAYKTOB,

i 3

ANALIST / AHanuTuk:

DECISION / 3akniouenue: /%ﬁf{ﬂ-u’ij

Vera Lopes DATE / fata: ) 1/0 ?Z’/j 2
M. Inés Ribeiro |

QUALIFIED PERSON / OTBeTcTBEHHOE NULIO: C
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