SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHU KOA NPOQYKTA: 704530 BATCH Ne / TTAPTUA Ne /: 30595
MANUFACTURE DATE: / ATA U3rOTOBINEHUSA: 05/2023 C.A/ CEPTUD®UKAT AHAJTN3A:2793/23
ANALYTICAL PROC. N°: / TPOTOKON AHANMU3A Ne: SRAS-9WACNM.4 EXP./ CPOK FOAHOCTU: 05/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTueHas
AokymenTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KNUEHTA: 81775837

API NAME / HAMUMEHOBAHUE ®APMALEBTUYECKOU CYECTAHLIMN:
Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKON CYBCTAHUNK: 22100367

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU; Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOU CYBCTAHUWN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundukauumn Pesynbrathbl
Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpospayHbii Complies /
UnKM  MNOMTW MNpO3payHbIl  pacTBOP OT NOYTU CooTBeTcTBYET
BecupeTHOro Ao cnabo-xenToro Lsera.
Identity / MoanuHHocTh Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OxcumeTtasonuHa rugpoxnopug with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /
Bpema  yaepxvBaHWs  OCHOBHOrO nuKa  Ha CootBeTcTBYET
Xpomarorpamme MChbITYEMOro pacTsopa AO0MKHO
COOTBETCTBOBATb BpeMeHU YASPKMBAHUA

OCHOBHOrO NuKa Ha XxpomMmaTorpamme CtaHaapTHOro
pacreopa OKCuMeTasonnHa ruapoxnopuaa,
I'IOﬂyHeHHOVI NpU KONMHECTBEHHOM onpeaeneHun.

Retention time of the main peak in the

Benzalkonium chloride / Bensankonus chromatogram of the test solution should comply

xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /
solution obtained in the Assay test. / Bpems CooTBeTcTBYET
YAEPKUBAHUA OCHOBHOrO nuka Ha

XpOMaTorpammMe UCNbITYEMOro PacTBopa AOMKHO
COOTBETCTBOBATHL BpeMeHM YAEPKUBAHUS
OCHOBHOrO nuka Ha XpomarorpaMme
CTaHOapTHOrO pactBopa GeHaankoHus xnopuaa,
NONYYEHHOW NPU KONUYECTBEHHOM ONpeaeneHNH.

1/4
IMP.4.12




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauenH® kannu HazanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUM KO MPOAYKTA: 704530

BATCH Ne / MAPTUA Ne /: 30595

MANUFACTURE DATE: / IATA U3IOTOBJIEHUA: 05/2023

C.A/CEPTUOUKAT AHANN3A:2793/23

ANALYTICAL PROC. N°: / MIPOTOKOMN AHATNU3A Ne: SRAS-9WACNM.4

EXP./ CPOK rOOHOCTM: 05/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWK METOlOB AHANU3A: Normative documentation / HopmaTtueHas

aokymeHTauns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOO NPOOYKTA KIMUEHTA: 81775837

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLUMN:

Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWN CYBCTAHLIUU: 22100367

APl MANUFACTURER NAME /

HAUMEHOBAHUE MNPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLMU: Germany

OKCUMETasoNnHa rngpoxnopuga.
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TESTS SPECIFICATIONS RESULTS
Nokasatenu Cneuudmkaumnm PesynbTathl
[l Clarity / Mpo3payHocThb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus Complies /
npenapaTa He LOMKHa npeBbiWaTh CooTBeTcTBYET
onanecuUeHUMo  3TanoHa cpaBHeHust  |/Boap!
OYULLIEHHON,
Color / LiBeTHoGThL The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gomxkeH GbiTb
6ecuBeTHbIM WNY  BbIOEPXKMBATbL CpPAaBHEHWE C Complies /
aTanoHom Yz, CooTeeTctByeT
Relative density (d 20/20) / OTHocuTenLHas From 1.006 to 1.010/ Ot 1,006 a0 1,010
nnotHocTb (d 20/20) 1.007
pH From5.5t06.5/015,5006,5
5.9
Osmolality / OcMonsinbHOCTL From 270 to 330 mOsmolkkg / OT 270 go 330
mOcmonb/kr 282
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoay«kT rugponusa)
Impurity ZP-1 / Npumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnunas Not more than 0.1 % / He 6onee 0,1 % <0.1%
HenpeHTNnLMpoBaHHas NpyUMech
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 % <0.1%
Assay / KonnuecTBeHHoe onpegeneHue
Oxymetazoline hydrochloride / From 92.5 to 102.5 ug/mL of oxymetazoline
OkcumeTasonvHa ruapoxnopug hydrochloride/ O1 92,5 go 102,5 mkr/mn 09.2
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KO NPOQYKTA: 704530 BATCH Ne /TIAPTUA Ne /: 30595
MANUFACTURE DATE: / JATA U3rOTOBMNEHUA: 05/2023 C.A/ CEPTU®UKAT AHATIN3A:2793/23
ANALYTICAL PROC. N°: / TIPOTOKON AHANU3A Ne: SRAS-9WACNM.4 EXP./ CPOK TrOQHOCTW: 05/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHWUK METOZOB AHANWN3A: Normative documentation / HopmatneHas
AokymeHTauma ' N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHU/ KOAQ NPOOYKTA KIUEHTA: 81775837

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWUMK:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHLNWN: 22100367

AP| MANUFACTURER NAME / .
HAWUMEHOBAHUWE NPOU3BOAWNTENA ®APMALEBTUMECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA MPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudpmkanum PesynbraThb!
Benzalkonium chloride / BeHsankoHus x10pug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 no 55 mkr/mn GeHzankoHua xnopvaa
Microbial purity / Mukpo6uonoruyeckas
4ucToTa
Total aerobic microbial count (TAMC) / Not more than 10 CEU / ml /
06 6 I <1 UFC/ml
Liee Yncno aspobHbix GakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CFU/ml/
(TYMC)/ OfLiee YNCno GPoXOKeBLIX U 1 <1 UFC/mi
nnecHeebiX rpnbos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTctBue 8 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 bromobutyl rubber,
1 bottle and patient information leaflet in a carton .
pack. / Mo 5 mn npenapata 8o hnakoH TeMHOro Complies /
CTekna C HaBWHYMBAEMO# MOMMNPONUMEHOBO Cootsercrayet
KPbILWKOW CO BCTPOEHHOW NUNETKOI 13 CTekna Tuna
3 (Esp. ®.) 1 BpomByTunkayuyka.
Mo 1 dnakoHy ¢ UHCTPYKUMEN no
NPUMEHEHUIO B NaYKy KapPTOHHYIO.
Labeling / Mapkuposka According to Normative documentation. / B Complies /
COOTBETCTBMN C HOPMATHUBHON CootBeTcTBYET
AOKYMeHTauuen.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasaneuH® kannu Ha3sanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 30595
MANUFACTURE DATE: / ATA U3rOTOBNEHMWA: 05/2023 C.A/CEPTUDUKAT AHANKU3A:2793/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHATIU3A Ne: SRAS-9WACNM.4 EXP./CPOK TOAAHOCTW: 05/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLI NCTOYHUK METOIOB AHAIU3A: Normative documentation / HopmaTueHas
fAokymeHTaums 11 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOAYKTA KNUEHTA: 81775837

API NAME / HAMUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIWN:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKON CYBCTAHLIUW: 22100367

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHUWUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MPOU3BOANTENA ®APMALIEBTUMECKOW CYBECTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenwu Cneuundnkaumnmn Pe3ynbTratbl

Storage / XpaneHwe: At temperature below 25°C. / Mpw TemnepaType He Bbiwe 25°C.

Shelf life / Cpok ropHocTu: 3 years / 3 ropa

REMARKS / NMpumeuanue:
The Product conforms to ND/
MpoaykT cootBeTcTBYET TPEeGOBaHUAM HI

BATCH REMARKS / MpuMeyaHue ana cepwn:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturlng practice for medicinal products. / JaHHbIM CBMAETENLCTBYIO, UTO AaHHAA NapTWs NpoBepeHa B
COOTBETCTBMU C paspelleHneM Ha MapkeTWHr u EBponefickum pykoBOACTBOM MO Hagnexallei Npou3BOACTBEHHON
NpakTuKe AN NeKkapCTBEHHbIX NPOAYKTOB.

r. ] L
ANALIST | AHanuTuk: W {/
DECISION / 3aknioueHue: | ;[L(’o" Ve
Miguel Rocha DATE / fata: 2’!/ c'*i',‘_-/zi«)",-" ,_!
Tienesa Femandes QUALIFIED PERSON / OtBeTcTBeHHOE NULIO:

4/4

IMP.4.12




