Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Ipoayk™: Annepsai TabneTku, NOKPLIThIE MIEHOYHON 060JN0YKOH, 5 MP

Market / Poinok

: Russia / Poccus

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

Cepus Nt i Pa3mep cepnu 1040300 Tab

Analytical Repourt No./ . 890001720853 Date of Analysis / . 20/02/2024

AnanuTMiecknii oruer Ne JaTta anann3za |
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npou3BOACTBa T'ogen no

Mfg. License No. /

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

aunen3ys Ne

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

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Pagel of 5/Ctp.1 m35

Ne Test / IlokazaTennb

Result / PeynbTaTh!

Specification / Hopma

1 | Appearance / Onncanue

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. / OBanbHbie
JBOSIKOBBITTYKJIbIE TabIeTKH,
TIOKPLITbIE TIEHOYHOH 000JI0UKOH
benoro 1BeTa, ¢ OAHOU CTOPOHBI
rnajkue, Ha Jpyroii cropoHe
rpaBupoBka «R 5». Ha nonepeuyHom
paspese s/po 6enoro BeTa.

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 IBOSIKOBBINYKIIbIE
TabJeTKH, NOKPBIThIE MJIEHOYHOH 06010YKOH
fenoro MM Mo4yTH Genoro IBeTa, ¢ OAHOH
CTOPOHBI TJiajikne, Ha [pyrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeuHom paspese
A1po oT 6e10ro 7o nouTH Hes0ro 1BeTa.

2 | Identification
Levocetirizine/
HpenTudukanus
JleBoueTupuznn

Complies as prescribed /
CooTBerctByeT 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 ynepxXuBaHuUs
OCHOBHOTO  THMKa Ha  Xpomarorpamme
WCIBITYEMOTO pacTBopa JOTKHO
COOTBETCTBOBATH  BPEMEHHM  YICP)KHBaHWS
OCHOBHOTO NMKa Ha XpOMaTorpaMMe pacTBopa
CTaHAapTHOro  o6pasna  JeBOLETUPH3MHA
avruapoxnopuaa (paznen «KonuuecTBeHHOE

| onpeacNeHue»).

3 | Average weight /
Cpennsis macca

133.48 mg/ 133,48 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 /
PacnapaemocTh

4 min/ 4 MuH

Not more than 15 min/ He 6onee 15 Mmun

Remarks : The Product confirms to ND/
IIpumeuanne: IlponykT cooTBeTcTBYET TpeboBaHusiM HJI

L

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Checked by /

Prepared by / 99/ Approved by: Manager/Executive /
[TonroroBneHo: V I'posepeHo: | g} Onobpeno: Menenxep / PykoBoanTens
Date / 29202~ D ol 4Date / N -OL-1e Date / U3 -0 ong,
Hara: Jlara: Jara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepssii TabneTkH, MOKPbITHIE NIEHOYHOH 06010UKOMH, 5 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / ) Batch Quantity / _ 1040300 tab /

Cepus Ne ] Pa3mep cepun " 1040300 Tab

Analytical Repourt No. / . 890001720853 Date of Analysis / . 20/02/2024

| AHajuTRYeCKMil 0TueT Ne JlaTa ananuza

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npou3BoacTBa T'onen ao

Mfg. License No./

IpousBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHeH3Hs Ne

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

Analysis performed according ND No / Ananns nposenen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 2 of S/ Crp.2 13 5

5 | Dissolution / PacTBopenue Unit-1/ Tabn.-1 97 % | NLT 80% (Q) of label claim of levocetirizine

Unit2 / Tabn2 08 % 0d1hydroch]or1de after 20 min. / He Menee 80
% (Q) OT HOMHUHANLHOTO COAEpPXKAHUS

Unit-3 / Tabn.-3 96 % JEBOLETHPU3HHA AUTHApOXNopuaa 4epes 20
Unit-4 / Tab.-4 97% | M
Unit-5 / Tabn.-5 102 %
Unit-6 / Tabn.-6 99 % |

6 | Related Substances / PoncTBeHHble npuMecH

Impurity A /IIpumech A

Impurity B/ ITpumecs B

Impurity C / Ilpumecs C

Impurity D/ IIpumecs D

Impurity E / [Tpumecs E

Impurity F/ Ilpumecs F

Impurity RCT-3 / Tlpumechb
RCT-3

Not detected / He obHapyxeHa

0.01%/0,01%

Below LOQ (LOQ =0.030 %) /
Huxe npenena Konu4eCTBEHHOIO
onpenenenus (ITKO = 0,030 %)

Not detected / ne obHapyxeHa

0.05%/0,05%

Below LOD (LOD = 0.014 %) /
Hwxe npenena obHapyxenus (I10 =
0,014 %)

0.09%/0,09%

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponyxr COOTH;:'lw-'eT TpedoBannam HJL

P 2

Conclusion : APPROVED /
3akmouyenue: OJOBPEHO

Prepared by / % //_ Checked by / Approved by: Manager/Executive /
ﬂogrmosnemz?ﬁ INposepeHo: Onobpeno: Menenxep / Pykoonurens
1 3
Date / ~Q 024 Date / Date / o3 -0 Loy
~02 09 ~2H2L
Jlara: 2 2 Jara: VL0220 Jara: K




Dr.Reddy’s €t¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayk™: Annepesii TabAETKN, NOKPLITLIE NNEHOUHOH obonoukoi, 5 Mr

Market / Poinok

: Russia/ Poccus

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

Cepnsa No P C2401827 Pazmep cepumn © 1040300 Tab

Analytical Repovrt No. / . 890001720853 Date of Analysis / . 20/02/2024
AHAJUTHYeCcKHI oTueT No JaTa ananusa

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JaTa npon3BoacTBa T'onen oo

Mfg. License No. /

IIpousBoOACTBEHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT'-RU)
JuueH3dn Ne

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

Analysis performed according ND No / AHann3 nposegen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 5/Ctp.3 m35

Any individual unidentified | Below BDL (BDL=0.05 %)/ Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas envnuunas | Huxe nopora perucrpaunu (ITP
HeUIeHTUGULHPOBAHHAS =0,05%)
npHUMech
Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %
CyMma npumeceit
7 | Chiral purity / Xupaasnaa |Below LOD (LOD = 0.0138 %)/ S-isomer — not more than 1.5% /
YHCTOTA Huxe npenena obnapyxenns (II0 = | B o
0,0138 %) S-nzomep — He Bonee 1,5 %
8 | Loss on drying / Iloreps B 2.6 %/2,6 % Not more than 6.0 % / He 6onee 6,0 %
Macce NPH BbICYINUBAHNHT
9 | Microbiological purity*/ Mukpo6nojoruueckas 4ucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10> CFU/g /
Count / Ob1iee uucno Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / | Not more than 10 CFU/g /
moulds count / O6ee yncno Menee 10 KOE/r He 6onee 10? KOE/r
JIPOMOKEBBIX U MIIECHEBBIX
rpu6oB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcyTcTByeTB 11 OrcyrctBue B 1 r
10 | Uniformity of dosage units / 6.1/6,1 Acceptance value (AV) should not be more
OaHOpPOOHOCTL 1031 POBAHHS than 15.0./ [Nokazarens npuemaeMocti (AV)
JlomkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanne: IIpoaykr COOTBeT‘CTBbeT TpeboBanusm H/J

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
TToaroTroBneHo:

F=

Checked by /
IlpoBepeno:

‘o

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTenn
>

Date /
Jara:

N2~ Qol4h

Date /

Hara: LLOTAETH

Date /
JHara:

AD 0L NNy
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoaykT: Annepesii TabaeTki. NOKPLITEE MNEHOUHON obon0uKkoil, 5 Mr

Market / Poinok : Russia/ Poccus

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

Cepus Ne - C2401827 Pazmep cepnn " 1040300 Tab |
Analytical Repo“rt No./ . 890001720853 Date of Analysis / . 20/02/2024

AHaJINTHYECKHIi oTueT No _|[daTa anasnnza - |
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npoH3BOACTBA T'oaen no

Mfg. License No. /

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

aunensnsa Ne

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

Analysis performed according ND No / Anaau3 nposeaen no HJI Ne: JIXI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page4 of 5/Ctp. 4 u3 5

4.98 mg/ 4,98 mr

11 | Assay / KonnuecTBeHHOE

orpeaeJicHue

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr neBOUETHpPH3HHA
IUTUPOXIIOpHAA B TabneTke.

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
onucrep u3 (ITIA/AJI/TIBX) doneru
/ amomuHueBoit doneru. [lo 3
OyncTepa BMECTE ¢ MHCTPYKLHMEH 10
TIPUMEHEHUIO (nucTkom-
BKJIaJIbIIEM) B TaYKy KapTOHHYIO.

12 | Packaging / YnakoBka

7 or 10tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 wnu 10 Tabnetoxk B Ganctep M3
(TTIA/AJI/TIBX) donbru / antoMHMHHEBOH
¢doneru. o 1, 2 unu 3 6auctepa BMecTe ¢
MHCTPYKLUHEH N0 TPUMEHEHUIO (JIMCTKOM-
BKJIQ/IBIIIIEM) B TAYKY KAPTOHHY!IO.

* 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.

* JIpoBoanTCs NPOM3BOANTENEM TIPH BbINYCKE NMEPUONMYECKH (C MHTEpPBANiOM ORHO ucTibiTanue Ha 10 cepuit nau He MeHee 1 pasa B ron).

ITokasarens MoOxeT OBbITh HE BKJIIOYEH B CEPTH(PUKAT aHATU3a (PUPMBI

| API name / HaumenoBanne ADC:

Levocetirizine dihydrochloride / JleoneTHpusnna nuruapoxnopua

INN/MHH:

Levocetirizine / JleBolleTMpH3UH

API manufacturer batch number /

| nponssopuTens I'JId:

Howmep cepun nponzpoantenss A®C: ACQH002925
FP Manufacturer API Batch number /
Homep cepuu cy6cTannum FCQAO02245

API Manufactured by & country/
IIpouseoautens APC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennn’c Jlabopatopuc Jita., Uuaus

Name, address, authorization No for
FP manufacturing site / Control site /
| Release site /

Survey Ne41, (Formulations Technical Operations - Unit-111), Bachupally
Village, Bachupally Mandal,

Medchal Malkajgiri District, Bachupally (V),

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr COOTBETCTBYCT Fp660BaHHﬂM HI

/

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: %/ IIpogepeno: L@\ OpnobpeHo: Menemxep / PykoBonnTelb
h

Date / p2:02 002/ Date / " L-B7-2T U Date / A3 —pL-Leny

Hata: Hara: Hara:
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‘Dr.Red dY’S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
NpoayxT: Annepssti TabneTku, NOKPHITHIE NIEHOYHOH 000J04YKOMH, 5 Mr =
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab/
Cepusi Ne P 2401827 Pasmep cepun © 1040300 Tab
Analytical Repovrt No./ . 890001720853 Date of Analysis / . 20/02/2024
| ABaJINTHYECKHI oTueT Ne Jara ananausa - |
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026
JlaTa npousBoacTea Tonen no
Mfg. License No. /
IponsBoacTBeHHast : S9/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)
auuensns Ne
Analysis performed according ND No / Ananus nposenen no HJ[ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page 5of 5/Crp.5m3 5

HaumenoBaHue, aipec 1 HoMep Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

JUIEH3UH MJIOMAAKH, No 59/RR/AP/97/F/R)

ocyLiecTBJISIIOIeH VYuactok Ne 41, (IlpousBoncreenHoe noapasznenesne-1il), bauynannn

NPOM3BOACTBO/KOHTPOIb Bunnamk, bauynanny Mannan, Meauan Mankafkrupu JJMCTpUKT,

KkauecTBa/Bhinyck I'JID / Bbauynannu (B), Bauynamnu (M), Menuan-Mankamkrupu (1), wwrat
Tenanrana, Uuans (JInuensus Ne 59/RR/AP/97/F/R)

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.

3akimoyeHe 0 coOTBeTCTBUM: «HacTosdnM s NOATBEpIKAalo, YTO NPHUBEAeHHAs Bhille UH(OPMaLIHs ABASETCS NOCTOBEPHOH
¥ TOYHOH. DTa cepusl NpoAYKUNH NpOU3BeieHa (BKJI0Yas YMaKOBKY (MapKUpPOBKY) 1 KOHTPOJIb Ka4€CTBa) Ha BhILIEyKa3aHHON
TIpOM3BOJCTBEHHON IUlolIafke (Miowagkax) B TIONHOM COOTBETCTBMHM ¢ TpebGoBaHusiMu IlpaBun  Hapnexainel
NPOU3BOACTBEHHOI npakTukn (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeboBaHUSMM KOHTPOJsSL KauecTBa
JIEKApCTBEHHBIX CPEICTB, a TaKKE B COOTBETCTBUM CO cCrHelM(UKALUIMK, COAepXKAlUMUCA B PErvMcTPalMOHHOM [I0Che
CTpaHbl-UMNOpTepa. 3alucH MO INIPOM3BOIACTBY, YNAKOBKE M aHanu3y NpOBEPEHbl, W YCTAHOBJIEHO HX COOTBETCTBME
TpeboBanusm [1paBun Haanexauied Tpou3BOACTBEHHOM MPAKTHKH.

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

IIpumeuanne: Tlpogykr coome‘rgrsﬁ;e)? TpeboBaHusM HJJ 3akmouenune: OJJOBPEHO

Prepared by / /0)21" [ Checked by / Approved by: Manager/Executive /

[MonroTosieH g ¢ ﬁ IlpoBepeHo: (@ Opnobpeno: Menemxep / PykoBoauTenb
: <~

Date / Q200 O 024 Date/ N9 Date / AD —FL ALYy

Hara: Hara: 10210ty JlaTa:




