SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3zanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWW KOl NPOAYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 44296
MANUFACTURE DATE: / ATA U3rOTOBJNEHWUA: 03/2024 C.A/ CEPTUOUKAT AHAJTU3A: 1940/24
ANALYTICAL PROC. N°: / TIPOTOKOI AHAINU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOAHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOOOB AHAJM3A: Normative documentation / HopmatusHas
nokymeHtauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuna rugpoxnopua, MHH: OkcumeTtasonun:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMN:
23202119

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYBECTAHLIMKM NPOU3BOAUTENA
mo: 23120291

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPON3BOAUTENA ®APMALEEBTUMECKOU CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
3urgppua PapmaxXemukanveH MungeH MuoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUHMECKOW CYBCTAHUWWU: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
MNokasaTenun Cneumdukaumm PesynbTaThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapauHblil | Complies / CooTeeTcTBYET
MNU MOYTU NpO3pauyHbIi pacTBOp OT MNOYTU
6ecupeTHOro o cnabo-xenToro LpeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTByeT
Bpems  yaepXuBaHMS  OCHOBHOIO MMKa Ha
XpomaTtorpaMMe MCMbITYEMOr0 pacTeopa AOIMKHO
COOTBETCTBOBATL BPEMEHN yAepXUBaHUsi
OCHOBHOTO NMWKa Ha XpoMaTorpaMme CTaHAAapTHOIO
pacTtBopa OKCUMEeTa30mNMu1Ha ruapoxnopuaa,
NonNy4eHHON NpU KONNYECTBEHHOM ONpeaeneHnn.

Benzalkonium chloride / BeH3zankoxus Retention time of the main peak in the
xrnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTBeTcTBYET
solution obtained in the Assay test. / Bpewms
yAEPXKNBaHUA OCHOBHOTO MMKa Ha XpomaTorpamme
MCMbITYEeMOro pacTsopa AOMKHO COOTBETCTBOBATh
BPEMEHN YAEPXWBaHWA OCHOBHOTO NWKa Ha
XpoMaTtorpamme CTaHAapTHOro pacTeopa
GeHsankoHMs  xnopwuga,  MNOJiyYeHHOW  npu
KONUYECTBEHHOM OnpegeneHuu.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3anbHblie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUA KOO NPOQYKTA: 704532

BATCH Ne / MAPTUA Ne /: 44296

MANUFACTURE DATE: / DATA U3FOTOBAEHUA: 03/2024

C.A/ CEPTU®UKAT AHAIU3A: 1940/24

ANALYTICAL PROC. N°: / NIPOTOKOJT AHAIU3A Ne: SRAS-QWACU6.4

EXP. / CPOK TOAHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®GEPEHTHbIN UCTOYHUK METOOOB AHANU3A: Normative documentation / Hopmatuehas

pokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOl NPOAYKTA KIIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopuva, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAUTENA ®APMALEEBTUMECKOW CYECTAHLIWMK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOU CYECTAHUWUN NPOU3BOOUTENA

rMo: 23120291

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOOMUTENA ®APMALIEBTUYECKOW CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /

3urcppug PapmaXemukanweH Munaed M'meX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHUMWM: Germany / l'epmanus

TESTS
MokasaTenwu

SPECIFICATIONS
Cneuundunkaumm

RESULTS
PesynbTathl

Clarity / MMpo3spayHocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapara He OOMkKHa npeBbIWATb

onanecueHuuto 3TanoHa CcpaBHEHUA I/BOAbI

OUMLLIEHHOWN.

Compilies / CooTBeTCTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y~. / Mpenapart gonkeH 6bITb
B6ecuBeTHbIM WUNKU BbiAEPXWUBATb CpaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHan

From 1.006 to 1.010/ Ot 1,006 go 1,010

nnotHocTh (d 20/20) 1:004

pH From 55t06.5/015,5006,5 59

Osmolality / OcmonsnbHOCTbL From 270 to 330 mOsmolkg / Ot 270 go 330 27
mOcmonb/kr 8

Related substances / PoacTBeHHble npumecn

Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 %

(npoaykT ruaponusa) <LD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EanHuynas Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUULMpPOBaHHas NpUMECH <LD

Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA GUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A NOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® xannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUIA KOL NPOAYKTA: 704532

BATCH Ne / TAPTUSA Ne /: 44296

MANUFACTURE DATE: / ATA U3FOTOBNEHUS: 03/2024

C.A/ CEPTNOUKAT AHANU3A: 1940/24

ANALYTICAL PROC. N°: / TPOTOKON AHAITU3A Ne: SRAS-O9WACU6.4

EXP. / CPOK rOAHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJITU3A: Normative documentation / HopmatusHas

AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOfl MPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOWU CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOOUTENR ®APMALIEBTUMECKOW CYECTAHLUWUU:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUYECKOWU CYECTAHLUUU NPOU3BOAMUTENA

Mo: 23120291

APl MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKON CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urdopua PapmaXemukanmed MuHaeH MTm6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAMUTENA ®APMALEEBTUYMECKOW CYECTAHLIMU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuuduxauum PesynbraTthl

Assay / KonuyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTtasonuHa From 475 to 525 pg/mL of oxymetazoline 499

rmapoxnopua hydrochloride/ OT 475 no 525 mkr/mn
OKCUMETAa30NMUHa rmapoxnopuaa.

Benzalkonium chloride / BeHsankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 po 55 mkr/mn GeHsankoHus xnopuaa

Microbial purity / Mukpo6uonoruyeckas

yucrora

I . B

o o bl ount (TAVC)! OBuee. | Notmor tha 10° GFU i <t cruIm
He 6onee 10° KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /mi/ <1 CFU / ml

O6uiee uncno ApoxOKeBbIX U MnecHeBbIX rpubos
Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/un
Absence in 1 ml/ Otcytctene B 1 Mn

Absence in 1 ml/ OtcytctBue B 1 mn

Absent / OtcyTcTBYIOT

Absent / OTtcyTcTRYIOT

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 nakoH TeMHOro
CTeKsa C HaBMHYUBAEMOI NONUNPONMNEHOBOM
KPBILKOW CO BCTPOEHHOW NUMETKON U3 CTekna Tuna
3 (EBp. @.) n 6pombyTUnKayuyka.
Mo 1 cpnakoHy C MHCTpyKUMEN No NPUMEHEHNIO B
Nayky KAPTOHHYIO.

Complies / CooTseTcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANN3A TOTOBOIO NPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44296
MANUFACTURE DATE: / DATA U3FTOTOBJIEHUA: 03/2024 C.A | CEPTU®UKAT AHANU3A: 1940/24
ANALYTICAL PROC. N° / MPOTOKOI AHATNU3A Ne: SRAS-SWACU6.4 EXP. / CPOK TOOHOCTM: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOROB AHAJMU3A: Normative documentation / HopmatueHas
nokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOO NPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE OAPMALIEBTUMECKOW CYBCTAHLUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rnapoxnopua, MHH: OkcumeTazonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOU3BOANTENSA ®APMALIEBTUYECKOWU CYBCTAHLIUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMN ®APMALIEBTUYECKOW CYECTAHLIMU NPOU3BOAUTENS
rMo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUWMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanued Munae TmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUMU: Germany / lepmatus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudpunkaumm Pesynbrtatbl
Labeling / MapknpoBka According to Normative documentation. / B Complies / CooTserctayert
COOTBETCTBUN C HOPMATUBHON AOKYMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / Npu Temnepartype He Bbiwe 25°C.

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 ropa (-1 mecsu)

REMARKS / MpumeuaHue:
The Product conforms to ND/
Mpoaykr cooTeetcTBYeT TPeboBaHusaM HI

BATCH REMARKS / NMpumevaHue aAnsa 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. / [laHHbIM CBMAETENLCTBYIO, YTO AaHHas NapTWsl NposepeHa B
COOTBETCTBMM C paspelleHneM Ha MapkeTuHr u EBponelickum pyKOBOACTBOM MO Haanexallei npoussoACTBEHHON
npakTuke AN NeKapcTBeHHbIX MPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A TrOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NMPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 44296
MANUFACTURE DATE: / ATA U3rOTOBIEHUA: 03/2024 C.A | CEPTU®UKAT AHAJTU3A: 1940/24
ANALYTICAL PROC. N°: / TIPOTOKOI1 AHATNN3A Ne: SRAS-OWACUG.4 EXP./CPOK TrOAHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEOEPEHTHbLIM UCTOYHUK METOOOB AHANMU3A: Normative documentation / HopmatusHas
nokymeHTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOA, MPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUYECKOYW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuxa rugpoxnopug, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIMMW:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLUUU NPON3BOAUTENS
No: 23120291

APl MANUFACTURER NAME / y
HAUMEHOBAHWE NPON3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHLUMK: Siegfried PharmaChemikalien Minden GmbH /

3urdppua GapmaXemukanuneH MunaeH M'meX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUN: Germany / l'epmaHusi

ANALIST / AHanuTuk:
Sénia Chainho DECISION / 3akniodeHue:

DATE / flata: QQ{OQ ?L,LL‘ (}é
0

M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBéHHOe NHLIo:
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