SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINIU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3snBuH® kannu Ha3sanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHMM KOA, NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44525
MANUFACTURE DATE: / IATA U3rOTOBNEHMWSA: 04/2024 C.A | CEPTU®UKAT AHAJNU3A: 2537/24
ANALYTICAL PROC. N°: / NPOTOKON AHATMU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOOAHOCTWU: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOJIOB AHAMNU3A: Normative documentation / HopmaTueHas
Aokymertaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOLl MPOAYKTA KNUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUYECKOWU CYECTAHLWUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetasonuua rugpoxnopug, MHH: OkcuMeTa3onuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPWM MPOU3BOAUTENSA ®APMALIEBTUMECKOMW CYECTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMW NPOU3BOANTENSA
MN®: 23120291

AP! MANUFACTURER NAME / .
HAUMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppun PapmaXemukanued MusgeH MeX

COUNTRY OF MANUFACTURE OF THE API / :
CTPAHA NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLIMU: Germany / Fepmanusi

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundcukauum PesynbTarthbi
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHsiii
WNW  MOYTM MPO3payHbIi  pacTBOp OT MNOMYTH
6ecuseTHoro Ao cnabo-xenToro LpeTa.

Complies / CooTteTcTyeT

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpemMs yAepXuBaHMA OCHOBHOTO NUKA Ha
XpOMaTOrpaMme UCMbITYEMOro pacTeopa AOMKHO | Complies / CooTsetcTayer
COOTBETCTBOBATL BpEeMEHHU yOEPXUBAHUS

OCHOBHOrO nuKa Ha XpomMartorpamme
CTaHAapTHOro pacTeopa oKCMMeTasonuHa
ruapoxnopuaa, nony4YeHHoM npu

Konu4yecTBeHHOM onpeaeneHnn.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xriopug, 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
YAepXXuBaHnA OCHOBHOIO nNuka Ha XpomaTtorpamme Comp"es / COOTBeTCTByeT
UCnbITyemoro pacteopa AOMmKHO COOTBETCTBOBATb
BPEMEHW YAEPXKWBAHUS OCHOBHOMO nuka Ha
XpomaTtorpamMme CTaHAapTHoOro pacTeopa
GeH3ankoHus  xnopuaa,  NoNy4YeHHOW  npw
KONU4eCTBEHHOM onpeaeneHnm.

Clarity / Mpo3payHocTh The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuust Complies / CooTseTcTayeT

npenaparta He DOIMKHA npeBbILWLAaTb
onanecueHUMI0 3TanoHa cpasHeHus |/Bogpbl
OYULLIEHHOMN.
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOI'O NPOAYKTA

e

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUW KO, MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44525
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 04/2024 C.A /| CEPTUOUKAT AHAITU3A: 2537/24
ANALYTICAL PROC. N°: / TPOTOKOJT AHAIIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOAHOCTMU: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIA NCTOYHMK METOOOB AHAMWU3A: Normative documentation / HopmaTtusHas
pokymeHTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOA, MPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLUMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcnmeTazonuHa ruapoXnopua, MHH: OkcumeTa3onuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPON3BOAWUTENNA ®APMALIEBTUMECKOW CYBCTAHLIUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUYECKOW CYBCTAHLUU NPOU3BOOUTENA
ro: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOVU3BOAUTENSA ®APMALIEBTUMECKOWN CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcopun PapmaXemmkanuen MuHaeH MeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENS ®APMALIEBTUYMECKOW CYBCTAHLIUW: Germany / Fepmanua

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudumkauumm PesynbTaTthbl

Color / LiBeTHOCTb The product should be colorless or be comparable

to reference solution Y. / MpenapaT gomkeH 6bITb

GecLBeTHLIM UMM BbiAepXusaTb CpaBHEHWE C

aTanoHoMm Y7. Complies / CooTBeTcTBYET
Relative density (d 20/20) / OrHocuTenbHas From 1.006 to 1.010/ OT 1,006 no 1,010
nnoTHocTb (d 20/20) 1,007
pH From5.51t06.5/015,5006,5

59

Osmolality / OcMonanbHOCTb From 270 to 330 mOsmollkg / OT 270 ao 330

MOcmonb/kr

284

Relative impurities / PoacTBeHHblIe NPpUMeECH
Impurity A (hydrolysis product) / lNpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaposnuaa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuyHasn Not more than 0.1 % / He Gonee 0,1 % <LD
HeugeHTUULUMpOBaHHas NpUMech
Total impurities/ Cymma npumeceit 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
OKkcumeTasonuHa ruapoxsiopug, hydrochloride/ OT 237,5 no 262,5 mkr/mn 250 6

oKCMMeTas0MNnHa ruapoxnopuaa. '
Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT

45 po 55 mkr/mn 6eH3ankoHua xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3snBuH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOf MPOAYKTA: 704531

BATCH Ne / MTAPTUA Ne /: 44525

MANUFACTURE DATE: / QATA U3FOTOBITEHUSA: 04/2024

C.A/ CEPTU®UKAT AHAIU3A: 2537/24

ANALYTICAL PROC. N°: / MIPOTOKON AHANU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOAHOCTM: 03/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOLOB AHAJIU3A: Normative documentation / HopmaTusHast

AokymeHTtauns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOAYKTA KJIIMEHTA: 81775838

AP! NAME, INN /| HAUMEHOBAHUE ®APMALIEBTUYECKOMW CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetaszonuHa rugpoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLNN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUWU NPOU3BOAUTENSA

Ne: 23120291

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLWMM: Siegfried PharmaChemikalien Minden GmbH /

urcppua PapmaXemukanved Munaex MbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLUMM: Germany / lepMaris

TESTS SPECIFICATIONS RESULTS

MokasaTtenn Cneuudukauum Pe3ynbTtarthbi
Microbial purity / MukpoGunonoruyeckas
YuCTOTa
Total aerobic microbial count (TAMC) / Not more than 10° CEU /ml / 1 CFU

. < FU/mi

O6wwee yncno aspobHeix GakTepuin He Gonee 1 02 KOE/Mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CEU /ml /
ObLee uncno ApoNCKEBbIX W MYIECHEBLIX rpuboB <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn

Absence in 1 ml/ OtcytctBue B 1 Mn

Absence in 1 ml/ OtcyTtcTBUe B 1 M

Absent / OTcyTcTBYIOT

Absent / OtcytctylOT

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 npenapaTta BO (hnakoH TEMHOIO
cTeka C HaBMHYMBAEMON NONWNPONWIEHOBON
KPbILIKOW CO BCTPOEHHOWN NUMETKON U3 cTekna Tuna
3 (Esp. @.) n 6pomMByTUNKayydyKa.

Mo 1 dnakoHy ¢ MHCTPYKUMel No

MPUMEHEHMIO B MaYKy KAPTOHHYIO.

Complies / CooTBeTCTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUU C HOPMAaTUBHOM
OOKyMeHTauuen.

Complies / CooTBeTcTByeT
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44525
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 04/2024 C.A | CEPTUOUKAT AHATU3A: 2537/24
ANALYTICAL PROC. N°: / TPOTOKOIT AHATIN3A Ne: SRAS-SWACRV.2 EXP. / CPOK FOQHOCTMU: 03/2027

ANALYTICAL REFERENCE / PE®GEPEHTHbBIN UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmartusHas
pokymenTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA NPOAYKTA KIMEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHME ®APMALIEBTUMECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTasonvH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUK:
23202119

EP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUHECKOW CYBCTAHUUU NPOU3BOAUTENA
rNo: 23120291

APl MANUFACTURER NAME / .
HAWMEHOBAHME MPOU3BOAUTENSA ®APMALIEBTUYECKOWN CYBCTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanven Munaes MmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MPOVU3BOAUTENSA ®APMALIEBTUYECKOMN CYBECTAHLINU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuudunkaumun Pesynbratbl

Storage / XpaHeHue: At temperature below 25°C. / lpu Temnepatype He Bbilue 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (- 1 mecsiu)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeGosaHmam HL

BATCH REMARKS / lNpumeuaHune ana cepun:

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. / [laHHelM CBUAETENLCTBYIO, 4TO AaHHasA napTus nNposepeHa B
COOTBETCTBMM C paspelueHuemM Ha MapKeTUMHr U EBponeinckuM pykoBOACTBOM MO Haanexalleid Npou3BOACTBEHHON
npakTuke ANs NekapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: ] N ;

Sonia Chainho DECISION / 3akntodenue: A~ - LO(/QK{
DATE / flaTa: g{ { Gq 20 Q =

M. Inés Ribeiro QUALIFIED PERSON / OTBETCTBEHHO® NIULIO: /
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