INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHANTU3A TOTOBOIMO NPOAYKTA

PRODUCT / NNPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaausuH® kannu HazanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KOJ NPOAYKTA: 704532 BATCH Ne / MAPTUS Ne /: 31044
MANUFACTURE DATE: / JATA U3IrOTOBNEHWUA: 08/2023 C.A/CEPTUOUKAT AHATIN3A: 4961/23
ANALYTICAL PROC. N°: / MTPOTOKO/ AHAITN3A Ne: SRAS-9WACUS6.4 EXP./ CPOK rOHOCTMU: 08/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOOOB AHAIMU3A: Normative documentation / Hopmartushags
AokymeHnTauma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOA NMPOAYKTA KNMUEHTA: 81775839

API NAME /| HAMMEHOBAHUE ©®APMALIEBTUYECKOWN CYBCTAHUWNU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKOWN CYBCTAHUWK: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOV3BOAUTENSA ®APMALIEBTUYECKOWN CYBCTAHUWU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA GAPMALEEBTUYECKOMN CYBCTAHLIMN: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudumkauum Pesynbrarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpoapaunsiit
Unu  MOYTM MNpO3pPavHbIl  PacTBoOp OT MOYTH
BecupeTHoro 4o cnabo-xenToro useTa.

Complies / CootaetcTayeT

Identity/ MognuHHocTe Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxcumeTasonuna rugpoxnopun with retention time of the main pecak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CootseTcTRyeT
Bpema  ynepxuBaHust  OCHOBHOrO  nuMka  Ha
XpomaTtorpaMme UCHLITYEMOrO PacTBopa AOMKHO
COOTBETCTRBOBATH BpeMeHU yAepxuBaHus
OCHOBHOIO Nuka Ha XpoMaTorpaMme CTaHAapTHOMO
pacTeopa OKCUMETAa30MuHa ruapoxnopuaa,
NONYYEHHOW NPW KOMUYECTBEHHOM ONPEAENEHIM.

Benzalkonium chloride / Bensankonus Retention time of the main peak

in the
xnopupg,

chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CootsetctayeT
solution obtained in the Assay test. / Bpems
YAEPXUBAHWS OCHOBHOFO NKa HA XPOMATOrpaMMe
UCTILITYEMOro pacTeopa A0MKHO COOTBETCTBORBATL
BPEMEHU YyAepXKWBAHUS OCHOBHOFO nuka Ha
XxpomaTorpaMme CTaraapTHOro pacreopa
GeHsankonus  xnopuaa,  nomydeHHo npu
KONUYECTBEHHOM OnpeaeneHuu.

Clarity / ipoapayHocTs The opalescence of the product should not exceed

the opalescence of the reference
suspension l/purified water. / Onanecueruus

npenapara He OOMKHa nNpeBbLILLaTh Complies / CootseTcrayet
onanecueHunio  3tTanoHa cpasnenus  |/Bogpl
OUULLIEHHON.
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATNIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ HasansnH® kannu HasanbHbie 0,05% Poccua /

ARTICLE CODE / BHYTPEHHWN KO NPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 31044

MANUFACTURE DATE: / JATA U3IrOTOBNEHWA: 08/2023

C.A/CEPTUGUKAT AHATTIN3A: 4961/23

ANALYTICAL PROC. N°: / TIPOTOKOJ1 AHAIU3A Ne: SRAS-9WACU6.4

EXP./CPOK FrOAHOCTHU: 08/2026

ANALYTICAL REFERENCE / PEOGEPEHTHbLIN NCTOYHUK METOLOB AHAJTIN3A: Normative documentation / HopmaTtushas

nokymeHTauns [1N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL NPOLYKTA KIMUEHTA: 81775839

AP| NAME / HAMUMEHOBAHUE ®APMALEEBTUYECKOWN CYBCTAHLUNN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHUNU: 23010347

API MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOONTENA ®APMALEBTUYECKOW CYECTAHLINU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOANTENS ®APMALEBTUYECKON CYBCTAHLINMMU: Germany

TESTS
MNokazatenn

SPECIFICATIONS
Cneundpukauum

RESULTS
PesynsraThl

Color / iBetHoCTb

The product should be colorless or be comparable
to reference solution Y7./ MNpenapat fnosxeH ObiTs
BecuseTHbiM MW BbIJEPXKWBATL CPaBHEHUE C
3TanoHoMm Y.

Complies / CooTBeTcTByeT

Relative density (d 20/20) / OTHocuTenbHan

From 1.006 to 1.010/ OT 1,006 no 1,010

nrorHocTs (d 20/20) 1.007
pH From55t06.5/015,5806,5 59
Osmolality / OcmonsansLHoOCTb From 270 to 330 mOsmol/kg / Ot 270 ano 330 282
mOcmonb/kr
Related substances / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumece A Not more than 0.5 % / He 6onee 0,5 %
(NpoaykT raponuaa) <LD
impurity ZP-1/ Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <D
Individual unidentified impurity / Eaurnunas Not more than 0.1 % / He 6onee 0,1 %
HeueHTUhMLMPOBaHHas npuMecs <LD
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHoe onpeaenexue
Oxymetazoline hydrochloride / OkcumeTtasosnvHa From 475 to 525 ug/mL of oxymetazoline 498
TMAPOXNoPUA hydrochloride/ OT 475 po 525 mkr/mn
OKCUMETa30MuHa rnapoxnopuaa.
Benzalkonium chloride / bexaankoHus xnopuna From 45 to 55 pug/mL of benzalkonium chloride/ Ot 51

45 po 55 mkr/mn BeH3ankoHna xnopuaa
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INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A TOTOBOI'O NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ NPOOYKTA: 704532 BATCH Ne / NAPTUS Ne /: 31044
MANUFACTURE DATE: / IATA U3FOTOBMEHWA: 08/2023 C.A/CEPTUOUKAT AHAITU3A: 4961/23
ANALYTICAL PROC. N°: / TPOTOKOMN AHAINU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOHOCTU: 08/2026

ANALYTICAL REFERENCE /| PEQEPEHTHbLIA UCTOUYHUK METOOOB AHAIU3A: Normative documentation / HopmaTtusHas
AokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ1 NPOAYKTA KIMMEHTA: 81775839

API NAME /| HAUMEHOBAHUE ©®APMALIEBTUYECKOM CYBCTAHUWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUUN ® APMALIEBTUYECKOMN CYBCTAHLUM: 23010347

API MANUFACTURER NAME /

HAUMEHOBAHWE NMPOU3BOAUTENSA ®APMALEBTUYECKON CYBCTAHUWU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOANTENA ®APMALEBTUYECKOM CYBCTAHLINU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Crneuundmkaumm Pesynbrathl
Microbial purity / Mukpo6uonoruseckas

HUCTOTAa

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

_ <1 CFU/ mi
4UCno aspobHbix BakTepuit He Gonee 10 KOE/un

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

ObLLee Yncno ApoXKeBbIX Y NAECHEBBLIX rpubos <1 CFU/ml

He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctave B 1 Mn

Absent / Otcytcraytor
Staphylococcus aureus Absence in 1 ml/ OtcyrcTeve 8 1 Mn

Absent / OtcyTteTayior
Package / Ynakoska 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 mMn npenapata 8o hrakoH TeMHOro

CTeKNa C HaBUHYMBAEGMOI NONUNPONNNEHOBON

KPBILLKOW CO BCTPOEHHOM NUNETKON U3 cTekna Tuna

3 (EBp. @.) n BpomByTunkayuyka.

Mo 1 cbnakoHy ¢ MHCTPYKUMen No NpUMeHeRno B
Navky KapTOHHYIO,

Complies / CooTeetcrayer

Labeling / Mapkuposka According to Normative documecntation. / B
COOTBETCTBUM C HOPMATUBHOR JOKYMEHTaLMeN, Complies / CooTBercrayer

Storage / XpaHenue: At temperature below 25°C./ Npu Temnepatype He Bbiwe 25°C.,

Shelf life / Cpok rogHocTu: 3 years / 3 rona
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INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A TOTOBOI'O NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnH® kannu HasanbHbie 0,05% Poceua /

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704532 BATCH Ne/ NAPTUA Ne/: 31044
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 08/2023 C.A/ CEPTUOUKAT AHATN3A: 4961/23
ANALYTICAL PROC. N°: / [TPOTOKOM AHANMU3A Ne: SRAS-9WACUG.4 EXP./ CPOK I'OJHOCTW: 08/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOLOB AHAJIN3A: Normative documentation / Hopmatusuas
nokymentTauma T N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO NPOOYKTA KITMEHTA: 81775839

API NAME / HAMUMEHOBAHME ®APMALIEBTUYECKOW CYBCTAHUUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPV ®APMALIEBTUYECKOW CYBCTAHLIUM: 23010347

APl MANUFACTURER NAME / B
HAWUMEHOBAHME MPOU3BOAUTENS ®APMALEBTUYECKOWN CYBECTAHLINN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOANTENA ©APMALIEBTUYECKON CYECTAHUWN: Germany

REMARKS / lpumeyvanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeBoBaHusm HJ

BATCH REMARKS / Npumeuanue ans 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. / Jautbim CBUO@TENBCTBYIO, YTO AaHHaa NapTus nposepeHa B
COOTBETCTBMM C pa3spelleHneM Ha mapkeTuHr v EBpOneickuM PYKOBOACTBOM MO Haanexawel Npou3BOACTBEHHON
npakTuke ANa NeKapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk: 4 (
DECISION /3aKmoquMe Ao o -

Vera Lopes DATE / flara: C)[/ /ZUZ G (/\C)f/\/(j

Joao Melo QUALIFIED PERSON / OTBETCTBEHHOE NNLO:
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