FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTIU3A TOTOBOI'OC NPOAYKTA

PRODUCT!HPO&VKT Naswm Nasal Drops 0 025 % Russm f HasuBun® Kannu Hasanbuble 0, 025% Poccuﬂ .f

ART]CL.E CODE/ BHYTPEHHMM Koag HPO.B,YKTA 704531 ‘ BATCH NQ I ﬂAPTWﬂ Na! 30701
MANUFACTURE DATE IQATA VI3I"OTOBI'IEHVIF! 05!2023 C Al CEPTMWHKAT AHAJ'IM3A 3071!23
RWALYHCAL PROC N°: / MPOTOKON AHARHSA Ne: SRAS- QWACRV 2 EXP / CPOK FOQHOCTH: 0512026

| ANALYTICAL REFERENCE | PE®EPEHTHBIN UCTOYHVIK METOOB AHANV3A: Normative documentation / HopmatusHas
AovymenTana T N012864/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOO FIPOAYKTA I{HMEHTA 81775838

APl NAME { HAMMEHOBAHWE t‘DAPMALlEBTW-iECKOM CYBCTAHLWU: Oxymetazoline Hydrochiorlde

API BATCH NUMBER / HOMEP CEPUU GAPMALIEBTUYECKON CYBCTAHLMW: 22100367 i ) B

API MANUFACTURER NAME / T e : —_— N
HAUMEHOBAHWE NPOU3BOAMUTENA ®APMAUEBTUYECKOW CYECTAHLIMU: Sicgfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneuudurayuu Peaynerars!
Description/ Onucarue - | Transparent or almost transparent, from a nearly o

coloriess to slightly yellow solution, / Mpoapausblit
VM TIOYTW  Npospaukblii  pacreop ot nodtu | Complies / Coorsetcrayer
BecuseTHOro A0 cnabo-KenToro usera.

Identity/ MoanuxHocTs Retention time of the main peak in the ]
Oxymetazoline hydrochloride / chromatogram of the test solution should compfy
OKCHMETa30NKHA TMAPOXNOPUL with retention time of the main peak In the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooteTcrayeT
Bpema yaepxuBanus OCHOBHOTO nWKka Ha
XPOMaTOrpaMMe UCTIbITYEMOrO pacTeopa AOMKHO
COOTBETCTBOBATh BPEMEHU YAEDKUBAHUA

QCHOBHOIO nuka Ha Xpomarorpamme
CTAHOAPTHOIO  pacTBoOpa  OKCMMETA30NuHA
ruapoxnopuaa, NOYYEHHON ripw

KONUYECTBEHHOM OnpefeneHmi.

' Benzalkonium chloride | Beraankouus 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 banzalkonium chloride standard Complies / Cootsetcrayer
solution obtained In the Assay test. / Bpewms
YAEPKUBAHUA OCHOBHOTO NUKA Ha XpoMaTorpamMme
VCALITYEMOTO pacTBOPa A0MKHO COOTBETCTROBAThL
BPEMEHW  YAEPKMBAHWA OCHOBHOIO NUKa HAa
xpomarorpamMme CTaHAapPTHOIO pacTeopa
OGHIANMKOHWS  XNOPWIE,  NOMNYHEHHON npu
KONMUYECTBEHHOM ONpPEAEreHny.

Clarity ] NpoapauocTe ' - The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecueruus Complies / CoorseTcTryeT

npenapara He [OMKHa npesbilwaTh

onanecusHUWK  3TanoHa cpasBHeHus  |/Bogbl
o . o . . OYULLEHHOW. _

1/4

IMP.5.10



FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A IOTOBOIO NMPOAYKTA

| PRODUCT / nponyKT Nasn_.rin Nasal Drops 0 025 % Russna i Haaunun@ Kannu Ha3anbub:e 0,025% Poccuﬂf

ARTICLE CODE/ BHYTPEHHVM KOO FlPO}lYI{TA 704531 BATCH N°I NAPTUA ND.' 30701
. MANUFACTURE DATE: IﬂATA MBFOTOBHEHMH 05!2023 C Al CEPTMQJV!KAT AHAH HU3A: 3071]23 3
ANALYTICAL PROC. N° II'IPOTOI{OH AHAI'Ild3A N° SRAS-QWACRVZ EXP / CPOK TOAHOCTH: 05/2?}26ﬁ ]

ANALYTICAL REFERENCE / PE®EPEHTHBIN NMCTOUYHWK ME TOLAOB AHANU3A: Normative documentation / Hopmaruaras

jerymenTanmn M NO12G1E4/01-221221 .
CUSTOMER INTERNAL CODE f BHYTPEHHMM 1(0,11 I'IPO,B,YKTA KI‘MEHTA 81775838

i API NAMEI HAMMEHOBAHME ‘DAPMAUEBTW-IECKOM CYECTAHLMVI Oxymetazolme Hydrochlorlde

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA MPOWU3BOUTENA PAPMALIEBTUMECKOW CYECTAHLIMMU: Germany

to reference solution Yz. / MNpenapat gomxen Goib
GecuseTHLIM VN BLIGEPXKMBATL CpaBHeHWe ¢
aTancHom Y.

API MANUFACTURER NAME / DTG
_HAMMEHOBAHME NPON3BO/MTENA ®APMALEBTUYECKON CYBCTAHLMY: Siegfried PharmaChemikalien Minden

TESTS SPECIFICATIONS
Moxasartenu Cneyudcukaumm
| Color / LisetHocTs i The product should be colorless or be comparable |

RESULTS
PeaynbTrats:

Complies / CooTeeTcTayer

Relative density (d 20/20) / OtHocutensHan |} From 1.006 t0 1.010/ 07 1,006 10 1,010 |~ B )
nnotHocTs (d 20/20) 1.008
| pH ) = | From5.5t06.5/075,5 00 6,5 A '
5.9
Osmolality / OcmonsnsHocTb "~ |From 270 to 330 mOsmolkg / Or 270 mo 330 T
mOcmons/kr 282
Relative impurities / PoacTeeHHbIe npuMecu S - §
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Sonee 0,5 % <LD
(npoAaykT rugponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gornee 0,5 % <LD
Individual unidentified impurity / Eaunnunas Not more than 0.1 % / He Gonee 0,1 % <LD
HenaeHTDULIMPOBAHHAS NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay | KonuuecTaerHoe onpeaeneHmne ) =1
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTazonnHa ruapoxnopus, hydrochloride/ Ot 237,5 o 262,5 mxr/mn 244 4
OKCYMETa30NMHa THAPOXNopraa.
Benzalkonium chloride / BexaankoHus xnopug, From 45 to 55 pg/mL of benzalkenium chloride/ Or 47

1 45 no 55 mkr/mn GeHaankoHna xnopuaa
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTU3A TOTOBOIO NMPOAYKTA

PRODUCT { nPO.uyKT Naswm Nasal Drops 0.025 % Russia / Ha:mauu@ Kannu HasanbHole 0, 025% Poccun /

-ARTICLE CODE/ BHVTPEHHVIM KOH I'IPO,QVKTA 704531 BATCH Ne / HAPTHH Ne /: 30701
MANUFACTURE DATE I.D.ATA M3|'0TOBI'IEHMH 05!2023 C.A ! CEPTVICDHKAT AHAITN3A:3071/23
ANALYTICAL PROC N" i ]'IPOTOKOR AHAJTU3A Ne: SRAS QWACRV 2 EXP./ CPOK TOOHOCTW: 05/2026

ANALYTICAL REFERENCE / PEGEPEHTHEIA UCTOUHUK METOAOB AHANU3A: Normative documentation HopmaTusHas
Aoiymedraius [MN012964/01-221221 o

CUSTOMER INTERNAL CODE/ BHYTPEHHMH KOJ.I ﬂPOﬂVKTA KNAUEHTA: 81 ?‘75838

APl NAME / HAMMEHOBAHME GJAPMALEEBTMLIECKOM CYBCTAHUMUN: Oxymetazolme Hydrochlorlde
| API BATCH NUMBER / HOMEP CEPU SAPMALEBTUMECKOM CYBCTAHLIM: 22100367

APl MANUFACTURER NAME /
| HAUMEHOBAHUE NPOKW3BOJWUTENA GAPMALIEBTUYECKON -CKOW CYBCTAHLIMM: Sieyfried PharmaChemlkalien Minden

COUNTRY OF MANUFACTURE OF THE API/
| CTPAHA NPOU3BOAUTENS ®APMALEBTUYECKON CYECTAHLIUM: Germany

Ji

| TESTS SPECIFICATIONS RESULTS
MNokazatenu Crieyudpmkanum Peaynkrartbl
Microbial purity / MukpoBuonoruseckas I ) , | !
YyucTora
Total aerobic microbial count (TAMC)/ Not more than 10° GFU / m! / <1 CFU/ml
OBwee sucno aspobHbix Bakrepuit He 6onse 102 KOE/mn
BT ATl | Nttt o e
e ;1p P He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTane B 1 Mn Absent / OTcyTcTaylOT
Staphylococcus aureus Absence in 1 ml/ OrcytcTere 8 1 Mn Absent/ OrcyreTayior
“Package / Ynakoska - - 10'mL in an amber glass bottle with a polypropylene | ) E
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 ms npenapaTa BO NakoH TEMHOMO
CTeKna c HasuHYNBaEMoN nonunponuneHosoit | Complies / CooTeeTtcrayet
KPBILLKON CO BCTPOEHHON NUNETKOM U3 CTekna Tuna

3 (Eep. ©.) v BpomByTunkayuyxa,
{ Mo 1 chnakory ¢ wHCTPyXLMEN no
| MPUMEHEHMIO B NAYKy KapTOHHYIO.
l
Labeling / MapkupoBka ) | "According to Normalive documentation, J B~ ~ | e
COOTBETCTBUM C HOPMATMBHOM |

| BOKymeHTaLuelt, Complies / CooTBetcrayer

R, : — . E—

| Storage / XpaHenue: At temperature below 25°C, / Mpu Temnepatype He sbiwe 25°C.

Shelf life / Cpok rogHocTy: 3 years / 3 rona
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IRQUSTRIA QUISICA E FARMACEUTICA, 5.4,

| FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOOYKTA

PRODUCT i nPonYKT Nasrvm Nasal Drops 0.025 % Rusma! Hasnaun@} kannu ﬂaaanbuble 0, 025% Poccuni AI

ART!CLE CODE/ BHYTPEHHMM Koa HPO.D.VKTA 7(}4531 BATCH N2 f I'IAPTMH Nﬂi 30701
MANUFACTURE DATE: IﬂATA VEBI'OTOBJ'IEHMH 05!2023 CA/ CEPTMCDMKAT AHAHWSA 3071/23
ANALYTICAL PROC. N° ! nPOTOKOI'I AHAI‘IM3A NE SRAS-QWACRV 2 EXP. !/ CPOK FO.U,HOCTM 05/2026 }

- ANALYTICAL REFERENCE | | PEOEPEHTHBLIN MCTOYHMK ME 1GNIOB AHANW3A: Normative documentation / Hopmatusras
Aokymentauwn [11M012964/01-221221 L

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOLL ﬂPOﬂyKTA KI"MEHTA 81 775838

API NAME / HAMMEHOBAHME tDAPMALlEETW-!ECKOVI CYBCTAHLWW: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOMN CYBCTAHLIMW: 22100367

APl MANUFACTURER NAME /
HAMMEHOBAHWE NPOU3BOANTENSA ®APMALIEBTUHECKON CYBCTAHLMM: Siegfried i PharmaChemikalien Minden _

COUNTRY OF MANUFACTURE OF THE APj / ]
CTPAHA NPOU3BONINTENS GAPMALIEBTUECKOM CYBCTAHLMN: Germany

REMARKS / Mpumevanue: ' i ]
i The Product conforms to ND/
MpoayxT cooTreTcTByET TPEboBaHMAM HI

" BATCH REMARKS / lpumevanue ans cepau:

- - . e o

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, / [aHHbim CBUOETENbCTBY, YTO AaHHas fapTus NpoBEpeHa B
COOTBETCTBAW C PAIPELUEHUEM HE MapkeTwHr W EBponeickuMm pyKOBOACTBOM MO HaafeXawelh npouaBogCcTBEHHOI
npakTuke AN NeKapcTBEHHLIX NPOAYKTOB.

- . - S SOR— o 1

£

ANALIST | Ananutuk:

DECISION / 3akniodenpe: / H) ok ;
Alexandre Bento ;
M. Ines Ribeiro DATE / fata: ey e
QUALiFiED PERSON/OTB&TCTB HHoe nuuo v

4/4
IMP.5.10



