SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTM3A FTOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 30761
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 06/2023 C.A/ CEPTUOUKAT AHATN3A: 3582/23
ANALYTICAL PROC. N°: / MIPOTOKON AHATTU3A Ne: SRAS-9WACUG.4 EXP./CPOK rooHOCTMW: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIU UICTOYHWUK METOQOB AHAMNU3A: Normative documentation / HopmaTtusHas
nokymeHtaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO MPOAYKTA KIMUEHTA: 81775839

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOM CYBECTAHUWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYBCTAHLUWU: 22100367

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOWN CYBCTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA DAPMALIEBTUYECKOWU CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukaumy PesynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpoapaykeii Complies / CootBeTcTRyeT
UNU TIOYTU NPOo3padHbIl  PacTeop OT  MOMTK
BecuseTHOro A0 cnabo-xenToro useTa.

Identity/ MoanuHKHocTh Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTeTcTRYET
Bpemsa  ynepxuvBaHus  OCHOBHOrO nuKa Ha
XpomartorpaMme UCMbLITYEMOTO PacTBOpa AOMKHO
COOTBETCTBOBATL BpPEMEHU YAEPXKUBAHUSA
OCHOBHOIO NKa Ha XpomMaTorpaMmme CTaHAapTHOro
pacTBopa OKCUMETa30MnHa ruapoxnopuga,
MONY4EHHON NPU KOJIMYECTBEHHOM onpeaeneHun.

Benzalkonium chloride / BensankoHus Retention time of the main peak in the
xnopug chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTtseTcTBYET
solution obtained in the Assay test. / Bpems
YAEPXUBaHUA OCHOBHOrO Nuka Ha XxpomaTorpamme
NCNbITYEMOro pacTeopa JOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXMBAHWA OCHOBHOFO MWKa Ha
xpomarorpamme cTanaapTHoro pacteopa
GeHsankoHna  xmopwaa,  nonyyeHHoWn  npw
KONMUYECTBEHHOM OnpeaeneHuu.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus

npenapara He AOMXHA npesblwate | Complies / CooTeeTcTByeT
onanecueHUuo sTanoHa cpaBHeHus |/Boabl
OUYULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIN3A TOTOBOIO NMPOAYKTA

PRODUCT / MTPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3usuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWWA KOl NPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 30761

MANUFACTURE DATE: /| ATA U3rOTOBNEHUA: 06/2023

C.A/CEPTUDUKAT AHANU3A: 3582/23

ANALYTICAL PROC. N°: / MPOTOKON AHANKN3A Ne: SRAS-9WACUB.4

EXP./ CPOK rOOAHOCTMU: 06/2026

AokymeHtaums [N N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHWUK METO[IOB AHAMWU3A: Normative documentation / HopmaTtuehas

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KIUEHTA: 81775839

API NAME / HAUMEHOBAHWNE ®APMALIEBTUMECKOW CYBECTAHLIMU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUW ®APMALEEBTUYECKOW CYBCTAHLIUWU: 22100367

AP MANUFACTURER NAME /

HAUMEHOBAHME NPON3BOAWTENA ®APMALIEBTUYECKOWN CYBCTAHLINK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

| CTPAHA NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLMWN: Germany

TESTS
MokasaTtenn

SPECIFICATIONS
Cneuucpmkaumumn

RESULTS
PesynbTarthbl

Color/ LiBeTHOCTHL

The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gornxeH GbITb
GecuBeTHLIM WNW BbIAEPXKUBATL CPaBHEHUE C
3TanoHom Yz.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHan

From 1.006 to 1.010/ OT 1,006 po 1,010

MOcmMons/kr

nnotHocTb (d 20/20) 1.008
pH From5.5t06.5/07155p806,5 59
Osmolality / OcmonsinsHocTh From 270 to 330 mOsmolkg / Ot 270 po 330 283

Related substances / PoactBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A
(NpoaykT ruaponusa)
Iimpurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHu4Han
HenaeHTUDULMPOBaHHas NpUMeCh

Total impurities/ Cymma npumecein

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He Gonee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay | KonuuectBeHHoC onpegeneHune

Oxymetazoline hydrochloride / OkcumeTasonuvHa
rnapoxsiopua

Benzalkonium chloride / BexsankoHua xnopuga

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ Ot 475 no 525 mkr/mn
OKCUMMETa30nMHa rugpoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn GeHsankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANMN3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO MPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30761
MANUFACTURE DATE: / BATA U3IrOTOBJIEHUA: 06/2023 C.A/CEPTU®UKAT AHAJTU3A: 3582/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJIU3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOAHOCTHM: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIW UICTOYHUK METOAOB AHASTU3A: Normative documentation / HopmaTtueHas
AokymeHTaLis [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA MPOAYKTA KITUEHTA: 81775839

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUNKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLINUWA: 22100367

APl MANUFACTURER NAME / .

HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLINM: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API / }

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukauum PesynbTaThl

Microbial purity / Mukpo6uonormuyeckas
YyucToTa

Total aerobic microbial count (TAMC) / O6wyee Not more than 102 CFU / ml /

6 " <1 CFU/ mi
4ncno aspobHbIx GakTepuil He Gonee 10 KOE/un

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

OBuyee Yncno ApoNOKEBLIX U MNECHEBbLIX rpuBoB <1 CFU /ml

He 6onee 10' KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeue B 1 Mn

Absent / OTcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 mn

Absent / OTcyTcTayioT
Package / Ynakoeka 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 npenapara 8o ¢pnakoH TeMHOro
CTekna ¢ HaBMHYMBaAEMOW NONUNPONUNEHOBON
KPbILLKOWM CO BCTPOEHHOW NUNETKOM U3 cTekna Tuna
3 (Esp. @.) v 6pomByTUnkayuyka.

Mo 1 conakoHy ¢ UHCTPYKLMEN MO NPUMEHEHUIO B

Navky KapTOHHY!HO.

Complies / Cootsetctayer

Labeling / Mapkuposka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHON [OKYMEHTaLMEN. Complies / CooTsetcrayer

Storage / XpaHeHue: At temperature below 25°C. / Mpwn Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAN3A rOTOBOTO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KO NPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30761
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 06/2023 C.A/ CEPTUOWUKAT AHATIN3A: 3582/23
ANALYTICAL PROC. N°: / NPOTOKON AHAJTU3A Ne: SRAS-OWACUG.4 EXP./ CPOK rOOHOCTMW: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN MCTOYHWK METOOOB AHAMNMU3A: Normative documentation / HopmaTusHas
aoxymeHtaumns 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOAI NPOAYKTA KNMEHTA: 81775839

AP1 NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUY ® APMALIEBTUYECKOW CYBCTAHLIMK: 22100367

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NMPOU3BOAUTENA PAPMALEBTUYECKOW CYECTAHLWNU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYBECTAHLIMU: Germany

REMARKS / MpumeuaHune:
The Product conforms to ND/
Mpoayxt cooTBeTcTBYET Tpebosanuam HO

BATCH REMARKS / MNpumeyanue ans cepum:

L

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 CBUAETENLCTBYIO, UTO AAHHAA NApTUsl NPOBEPEHa B
COOTBETCTBMU C paspelleHnemM Ha MapKeTWHr v EBponenckum pykoBOACTBOM MO Hagnexallel npou3BOACTBEHHOM
npakTuKe ANna nekapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk:

DECISION / 3akntoueHue: f&‘ ﬁ/LL}J fLCQ
Miguel Rocha DATE / fata: 2 C)/ lul >
MR LESIRIGEED QUALIFIED PERSON/ OTBeTCTBeHHoe nvuo: ,\_Q
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