Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
MpoayxT: Annepsaii TabneTKH, OKPLITHIE MIEHOUHON 060J10UKOM, 5 Mr

Market / Poinox : Russia / Poccus

Batch No./ . Batch Quantity / . 1040300 tab /

Cepust Ne 5 €2500238 Paswep cepuu * 1040300 Ta6

Analytical Repourt No./ . 890001788132 Date of Analysis / . 22/01/2025
AHaauTHYecKHI oTuer No JaTa anannza

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

JaTta npoussoacTea Tonmeu g0

Mfg, License No. /

IIpousBoAcTBeHHAs : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
AuueH3nA Ne

JIM-Ne(001333)-(PI-RU) ot 15.11.23

Analysis performed according ND No / Auanus nposeaen no HJ Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Pagelof 5/Ctp.1m35

Ne Test / Iloka3aTenn

Result / Pe3ynasTaTsl

Specification / Hopma

1 | Appearance/ Onucanne

Oval, biconvex, white film-
coated tablets, plain on one side
and with "R 5" debossed on the
other side. White core on a cross

section. / OBaJibHbIE
JBOSIKOBBIMYKJIbIS Tabnerky,
HOKPHITHIE JIEHOYHOM

obojloukoii Oeymoro 1BeTa, ¢
OJHOM CTOpPOHBI [JIAJKHE, Ha
Jpyroi cropoHe rpaBupoBka «R
5». Ha mnonepeyHoM pa3pese
a1apo 6enoro ugera.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R
5” on the other side. White to off-white core on
a cross-section. / OBaJbHbIE JBOSKOBBIMYKIIbIE
TabJIETKH, TIOKPBITHIC IIEHOYHOH 000J10YKOi
fenmoro wnu moutd Oenoro 1BeTa, ¢ ONHOH
CTOPOHBI T[NIaJIKue, Ha JAPYrod CTOpOHE
rpaBupoBka «R 5». Ha momepeuHoM paszpeze
SIIpO OT 6€0TOo JI0 TOUTY ENoro IBeTA.

2 | Identification
Levocetirizine/
Hpnentudukanun
JleBOoL€TUPH3NH

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBaHus
OCHOBHOTO TNHKa Ha  XpoMarorpamme
HUCIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH  BPEMEHHM  yJEep>KUBaHUs
OCHOBHOTO IMHKa HA XpoMaTorpaMMme pacTBopa
craHjaptHoro obpasua  JIeBOLETHpH3HHA
quruapoxnopuna (paznen «KonuuecTseHHOE
ompeieNieHue»).

Remarks : The Product confirms to ND/
Ipumevanne: [IponykT cooTBeTcTBYET TpeboBanusM H/J

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / 0 P o Checked by / Approved by: Manager Exécutiv_ej)f
[loarotoBnieHo:; ij"/,?/{/’/f/’é == ITposepeHo: !gL_ Onobpeno: Mer—remncep%u_ﬁmncnb
Date / Q /Y- Date / | Date P

I[aTa: w = HaTa: ?/S\(‘O,ﬁw)/b _I[aTa: %”0\’- 2_oW




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
MponyrT: Annepssit rabneTki, NOKPLITEIC IIIEHOYHOM 000104011, 5 Mr
Market / Pornox : Russia / Poccus
Batch No./ ] Batch Quantity / . 1040300 tab /
Cepust Ne : €2500238 Pazmep cepuu * 1040300 Tab
Analytical Repo“rt No./ . 890001788132 Date of Analysis / . 22/01/2025
AnanuTHieckHii oTyet Ne JaTa anaausa
Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027
Jata npoHsBoacTBa Togen a0
Mfg, License No./
IpoussoAcTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
anneH3us Ne
Analysis performed according ND No / Ananu3s nposexen nmo HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI"-RU) ot 15.11.23

Page2 of 5/C1p.2 m35

3 | Average weight /
Cpeansisst macca

134.17 mg / 134,17 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr + 4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /

5min/5 mun

Not more than 15 min / He 6onee 15 mun

Pacnagaemoctsb
5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 95 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn2 95 % 0dlhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHMHANBHOTO COAepPIKaHMS
Unit-3 / Ta6n.-3 98 % JIeBOLIETUPH3NHA AUrHApoxyiopraa yepes 20
Unit-4 / Ta61.-4 96 % |
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 95 %

6 | Related Substances / PoacTBeHHbIe NpHMecH

Impurity A / Ilpumecs A

Below LOQ (LOQ = 0.020 %) /
Huxe mpezesna KoJIu4eCTBEHHOTO
onpegenenus (ITIKO = 0,020 %)

Not more than 0.4 % / He 6osee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Impurity B / [Ipumecs B 0.01%/0,01%
Impurity C / Tlpumecs C

Not detected / He o6HapyxeHa
Impurity D / Ilpumecs D Below LOQ (LOQ = 0.004 %) /

Huoxe npezpena KoJM4eCTBEHHOTO
onpenenenus ([TKO = 0,004 %)

Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/
IIpumeyanwne: [Iponyxr COOTBCTCTB}C_T tpebosanmsM HJJ
\ 2,

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Approved by: Mauager@:utivé)

Prepared by / .2 P Checked by/

[ToaroroBreHo: IIposepeHno: @7 On0bpeHo: g1eﬂeﬂ,>ﬁep / PyKOBOAMTE B
P2

Date / 256/~ Qcps Date / VLCO - LS™ Date / ks P

JHara: Hara: - Hara: 25 —0)~ 20K
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Dr. Red dy,s ‘.... CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoayxT: Annepesit TAGNETKH, MOKPHIThIE IEHOWHOH 060J104KOH, 5 MT

Market / PoiHOK : Russia / Poccna

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus Ne el Pazmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001788132 Date of Analysis / . 22/01/2025
Ananntnyecknii oruer Ne Hdarta ananmnsa

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

|laTa mpoH3BOACTBA I'ogen o

Mfg. License No. /

HpoussoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JauueH3uss Ne

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Analysis performed according ND No / Ananu3s nposeaen no HJ Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3 of 5/ C1p.3 u35

Impurity E / [Tpumecs E Below LOQ (LOQ = 0.023 %) /
Huxe npeena KOJIMYECTBEHHOTO
onpenenenns (ITKO = 0,023 %)

Not more than 0.4 % / He 6onee 0,4 %

Impurity ¥/ Tpumecs F Not detected / He oOHapy»3eHa

Not more than 0.4 % / He 6onee 0,4 %

Impurity RCT-3 / Ilpumecs
RCT-3 0.09%/0,09%

Not more than 0.30 % / He 6o1ee 0,30 %

Any individual unidentified
impurity / JoGast emMHM4HAA | Below BDL (BDL= 0.05 %) / Hivie

Not more than 0.2 % / He 6onee 0,2 %

Cymma npumeceit

Heu/IeHTHHLMpOBaHHA nopora peructpatuu (ITP =0,05 %)
npuMech
Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %

Macce Nnpy BbICYIIMBAHHH

7 | Chiral purity / Xupanbnas Not detected / He 0OHapyxKeHa S-isomer — not more than 1.5% /
WHCTOTA S-uzomep — He Honee 1,5 %
8 | Loss on drying / Iloreps B 2.6 %/2,6 % Not more than 6.0 % / He 6onee 6,0 %

9 | Microbiological purity*/ MukpoGHo/IOrHgecKast 9ucToTa™

a) Total Aerobic Microbial Less than 10 CFU/g/
Count / Obwee 4yucio Menee 10 KOE/r
a’poOGHBIX MUKPOOPIaHW3MOB

Not more than 10* CFU/g/
He 6oxee 10° KOE/r

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT coorseTcTByeT TpeGoBaHusaM HJI

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO

Prepared by / L5 .| Checked by / T
[ToaroTtoBneno ITposepeno: b (\_&':

Approved by: Mana gm@xécuti v;é\)
Ono6peno: Menemkep / PyrkoBojuTes
&9

Date / 25 o1-Qops Date / 25701~

Hara: Hara:

Date / "
Jlata: % —~0N W(




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJHU3A

Product : Allerway film-coated tablets 5 mg
IMpoayxt: Annepsait TabaeTKH, OKPHITHIE TUIEHOYHOM 060104KOH, 5 MT

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / 1040300 tab /

Cepus Ne e Pasmep cepun " 1040300 Tab

Analytical Repourt No./ . 890001788132 Date of Analysis / . 22/01/2025
AHaauTHYecKHi oTueT Ne JlaTa aHaym3a

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

Jarta npousBoacTea T'oaen Ao

Mfg. License No. /

IponzeoncTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JuueHsust Ne

Analysis performed according ND No / Anauu3 nposeaed no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page4 of 5/Crp.4m35

| b) Total Combined Yeast and
moulds count / Ob1iee YUCTO
JIPOXOKEBBIX U TIECHEBBIX
rprboB

Less than 10 CFU/g /
Mewnee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10 KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeT B 1 T

Shall be absent in 1 gram /
OrcytctBue B 1 1

aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Mo 10 tabnerok B
Gaucrep u3 (ITA/AJI/TIBX) doneru
/ amomunueBod ¢oaeru. Ilo 1
OaHCTEPY BMECTE ¢ MHCTPYKLHMEH 1O
MPUMEHEHHIO (JuCcTKOM-
BKJIAJBIIIEM) B MAYKy KapPTOHHY!O.

10 | Uniformity of dosage units / 3.2/3,2 Acceptance value (AV) should not be more
OaHOpPOAHOCTH AO3MPOBAHHUS than 15.0./ TlokazaTtens npuemaeMoctd (AV)
noJpkeH 6bITh He bonee 15,0.
11 | Assay / KonnyecTBeHHOE 4.96 mg/ 4,96 mr Between 4.75 mg and 5.25 mg of
omnpeaesieHHe levocetirizine dihydrochloride per tablet. /
Or 4,75 mr go 5,25 Mr JIeBOLIETHPH3WHA
JUTUIPOXJIOpU/a B TabJeTKe.
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 umm 10 Tabnerok B OnhcTep u3
(TTA/AJ/TIBX) ¢oneru  /  anmoMuHHEBOH
¢donbru. Tlo 1, 2 wnu 3 GaucTtepa BMECTE C
MHCTPYKUMENH MO0 NPUMEHEHHIO (JIHCTKOM-
BKJIQJIBIIIEM) B TAYKy KAPTOHHYIO.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per

year).

The indicator may not be included in the firm's certificate of analysis.
* [IpoBOMMTCS POM3BOIMTENIEM MIPH BBIMYCKE NEPUOAHUECKH (C HHTEPBAJIOM OHO HCIbITaHue Ha 10 cepuit UM HE MeHee

1 paza B ron).

TMokazatelb MOXET ObITh HE BKJIIOUEH B CepTU(HUKAT aHaNH3a GUPMBIL.

Remarks : The Product confirms to ND/
Ipumeuanne: IIponyxr COOTBeTC‘!ﬁ}_‘sT tpeboBanusam HJL
“~

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / P ,n Checked by / Approved by: Managcrﬁi&zc uti_\:c_'y
[loarorosiieHo TIposepeHo: %@’ Onobpeno: Menemkep / PykoBoiiTess
Date / 0.~ ~| Date / = Date / .2

Jarta: 2Pk Jara: 2501 - Hara: o\ -2ag
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Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
IMpoaykT: Annepsaii TaGNeTky, NMOKPLITHIE IIEHOYHOM 060I04KOH, 5 Mr
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
Cepus Ne » €2500238 Pa3mep cepuu * 1040300 Tab
A i i i
Analytlcal Repovrt No./ . 890001788132 Date of Analysis / . 22/01/2025
HAJMTUYECKHI oT4yeT No JlaTa ananusa
Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027
JlaTa npousBoacTBa Togen oo
Mfg. License No. /
IlponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Januenzus Ne
Analysis performed according ND No / Anasus nposeaes no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI"-RU) ot 15.11.23

PageSof S/Crp.Sm35

API name / HaumeHoBanne A®C: Levocetirizine dihydrochloride / JleronieTupru3naa ZUTHAPOXJIOPUL
INN / MHH: Levocetirizine / JIeBolleTHPH3HH
API manufacturer batch number / ACRE000141

Howmep cepun npouspoautess ADC:
FP Manufacturer API Batch namber /

Homep cepuu cyGcTaHIHH FCRA00802
npousBoaures IJIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipoussogurens ADC, crpana: H-p Pennu’c Jlaboparopuc JIta., Uanus

. Survey Ne41, (Formulations Technical Operations - Unit-III), Bachupally

Name, address, authorization No for ! S

FP manufacturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
g o Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

gzl::lsei:)llt;:me ajpec u HOMep No SYRRIAEIEIR)

NRNERSER rmou;a,mm Vuactok Ne 41, (TIpousBoacteentoe nogpasneneHve-II), bauynanau

ocymecTBsomei ’ Bunnamx, bauynanm Manjan, Menuan Mankamkrupa JIUCTPUKT,
/ bauynannu (B), Bauynamu (M), Menuan-Mankamxrapu (J1), mrat

L L LU Tenanrana, Uuaus (Jluuensus Ne 59/RR/AP/97/F/R )

kauecTBa/Boinyck I'JID /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3aK/IOYEHHE O COOTBETCTBHH: «HacTOSAIIMM 51 MOATBEPXK A0, YTO NMPUBEACHHAS BIIE HHPOPMaLHA ABJAETC JOCTOBEPHON
1 TOUHOI. JTa cepus NMPOAYKIMHK MPoU3BeeHa (BKIIIOYAs YITakOBKY (MapKHPOBKY) M KOHTPOJIb Ka4eCTBa) Ha BblILieyKa3aHHOMH
NMPOM3BOJCTBEHHON TMIomanke (WUIOMAAKAaX) B [ONHOM COOTBETCTBHM ¢ TpeboBanmsmu [lpaBun Hajiexarel
npousBoacTBeHHOM npaktiukn (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGoBaHHAMH KOHTPONA KadecTsa
JIEKApCTBEHHBIX CPEICTB, @ TakXKe B COOTBETCTBHH CO CNEUM(HKAUMSIMH, COASPXKAIIMMUCS B PErMCTPALHOHHOM J0ChE
CTPaHBI-MMIIOpPTEPA. 3alucH MO MPOU3BOACTBY, YNAKOBKE M aHANM3y MNPOBEPEHBI, H YCTAHOBJICHO MX COOTBETCTBHE
TpeGoBaHUAM IpaBUiI HaJIEXKAIIEH TPOU3BOACTBEHHON NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanue: [Tponyxr COOTBETCTBYET TpeboBanusim HJT 3axmouenune: OJOBPEHO

Prepared by / - o2 T Checked by / Approved by: Managc@cutivg

TMoaroToBieHO: - = ITpoBepeHo: @ Opo6peno: Menemwkep / PykoBoauTens
7

Date / O So)~ Qo2 Date / | Date/ il

Jara; Nara: LS O~ LOTS Hara: 2K 017 2025




