Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITpoayxr: Annepsati TabneTky, NOKPLITbIE MIEHOUHOH 00010UKOi, 5 Mr

Market / Peinok : Russia / Poccust
Batch No. / Batch Quantity / 1040300 tab /
el 3
Cepusi Ne i Pa3smep cepun © 1040300 Tad
Analytical Repovrt No. / . 890001734954 Date of Analysis / . 30/04/2024
AHaJHTHYeCKHii oTueT No JaTa ananuza
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JaTta npousBoacTea I'open no
Mfg. License No. /
IIpon3BoaACTBeHHAN : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)

Junen3ns Ne

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

JITI-Ne(001333)-(PI'-RU) o1 15.11.23

Page 1 of 5/Crp. 1 u35

Ne Test / Tloxa3zarean

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanue

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. / OBanbHble
JIBOSIKOBBINYK/TbIE TabNeTKHU,
NOKpPBITHIE NIEHOYHON
00010uKOii ©Oenoro uBera, ¢
OJIHO¥W CTOpPOHB! TJlaAKWE, Ha
Ipyroi cropoHe rpaBupoBka «R
S». Ha nonepeuHom pazpese
anpo 6enoro ugeTa.

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. / OBaJIbHBIE JBOSIKOBBITYKJIbIE
TabJeTKy, NOKPBIThIE NJIEHOUHOH 06ostouKoi
Oenoro Miad mno4ytn Oenoro 1BeTa, C OAHOH
CTOpOHbI INajIkie, Ha JAPYroil CTOpOHe
rpaBupoBka «R 5». Ha nomnepeunom paspese

11po OT 6enOro K0 NoYTH 6e10ro UBETA.

2 | Identification
Levocetirizine/
Unentunduxanus
JleBoneTHpPH3NH

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 ynepxuBanus

OCHOBHOTO NIHMKa Ha XpoMarorpamMmme
UCNBITYEMOI'O pacTBopa JOJIKHO
COOTBECTCTBOBATH BpPEMEHN YACPKHBaHUA

OCHOBHOT'O TTHKa Ha XpoMaTorpaMMe pacTBopa
cTaHjapTHOro  obOpasla  JIEBOLETHPH3HHA
auruapoxiopuaa (pasnen «KonnuectBeHHoe
oripefieNeHne).

Remarks : The Product confirms to ND/
IIpumeuanne: I1poaykT cooTBeTcTBYET TpedoBaHHsM H]

Conclusion : APPROVED /
3akatouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: @ Ilposepeno: (‘,@ OnobpeHo: Menemkep / PykoBoanTens
e ==
Date / Date / Date /
PN, o
Jata: P Jlara: Lorou ~No2 4y i Ap. oMY




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated ta

blets 5 mg

IpoaykT: Annepe3aii TabneTKH, NOKPLITHIE MIEHOUHOM 000M10YKOH, 5 Mr

Market / Poinox : Russia / Poccusi

Batch No. / Batch Quantity / 1040300 tab /
. ’j .

Cepus Ne § QAT Pazmep cepnu © 1040300 Tab

Analytical Repovrt No. / . 890001734954 Date of Analysis / . 30/04/2024

AHanuTHYecKHii oTyer No Hdarta anannsa

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JlaTa npon3Boactsa T'omen oo

Mfg. License No. /

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

nunen3ns Ne

Analysis performed according ND No / Ananu3 nposeaen no HJ[ Ne: JIH-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI'-RU) ot 15.1

1.23

Page 2 of 5/ Ctp.2 u3 §

3 | Average weight /
Cpennss macea

133.68 mg/ 133,68 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 /
Pacnagaemoctsb

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 mun

5 | Dissolution / PacTBopeH

He

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80

% (Q) OT HOMHHaJIBHOIO COJEPHKAHUSA

JEBOUCTUPU3HNHA AUTHAPOXJIOpHOa HEpE3 20

MHH.

Unit-1/ Tabn.-1 100 %
Unit-2 / Tabn.-2 100 %
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 100 %
Unit-5/ Tabn.-5 99 %
Unit-6 / Tabn.-6 100 %

Related Substances / PojcTBennbie npuMecH

Impurity A /Tlpumecs A

Impurity B/ T1pumecs B

Impurity C/ IIpumecs C

Impurity D / Ilpumecs D

Not detected / He obHapyxeHa

0.01%/0,01%

Below LOQ (LOQ = 0.030 %) /
Hibke npenena KonMuecTBEHHOTO
onpenenenus (ITKO = 0,030 %)

Below LOQ (LOQ = 0.004 %) /
Hue npenena KonMuecTBEHHOTO
onpenenenus (ITKO = 0,004 %)

Impurity E / ITpumecs E

0.04%/0,04%

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

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

| 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 %

Remarks : The Product confirms to ND/
Hpumeuanue: ITponykt coorBercTBYeT TpedoBaHusaM HI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlonroroBneHo: IpoBepeHo: OnobpeHo: MeHekep / PYKOBOAHTEL
b Vi
Date / - Date / eyt Date / ’ S
« 0, — %0, z . L( R W
Hara: 204" = ,?Ar Hara: 30@'\ Hara: do-0




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TTpoaykT: Annepsai TabneTKH, NOKPBITHIE TNIEHOYHOH 0060JOUKOMH, 5 MT

Market / Poinox

: Russia / Poccus

auuensuna Ne

'Batch No. / ] Batch Quantity / 1040300 tab /

Cepus Ne G Pazmep cepun " 1040300 Tab

Analytical Repourt No. / . 890001734954 Date of Analysis / . 30/04/2024
AHAJIHTHYECKHT oTueT No Jata ananusa

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JlaTa npoH3BOACTBA T'onen no

Mfg. License No. /

IpouspoacTBeHHast : 59/RR/AP/9T/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)

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

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

Page3 of S/Ctp.3 u3 5

Impurity F / Ilpumecs F

Impurity RCT-3 / TIlpumecs
RCT-3

Any individual unidentified
impurity / Jlobas eaunuunas
HenZeHTU UL pOBaHHAS
npUMech

Below LOD (LOD =0.014 %) /
Huxe npenena obnapyxenus (I10 =
0,014 %)

0.08%/0,08%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05 %)

| Not more than 0.4 % / He Gonee 0,4 %

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

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

Total impurities /
Cymma npumeceit

0.1 %/0,1%

Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / Xupanpnas |Not detected / He obHapysxeHa S-isomer — not more than 1.5% /
aucrora S-nzomep — He bonee 1,5 %
8 | Loss on drying / Hoteps B 1.8 %/1,8% Not more than 6.0 % / He 6onee 6,0 %
. macce IPH BLICYIUHBAHUH
9 "_ﬂ/[icrobiological purity*/ MukpoOnoJjornueckast yucrora*

a) Total Aerobic Microbial
Count / Obee yucno
29pOOHBIX MUKPOOPraHW3MOB

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

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

b) Total Combined Yeast and
moulds count / Obuiee uucno
LAPOJ}CKEBBIX M TIIECHEBBIX
rpnbos

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

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

¢} Escherichia Coli

Absent in 1 gram /
OtcytcTBYeTB 1 T

| Shall be absent in 1 gram /
OrcytctBue B 1 1

Remarks : The Product confirms to ND/
Hpumeuanne: Ipoaykt coorseTcTBYeT TpeboBanuam HI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[ToaroTtoBneno: TIpoBepeno: Onobpeno: Menemxkep / PykosojinTenb
Date / -y Date / Date /

OB ~70 N =]
Tara: Bo0N 7Y Tara: 30"‘0\4 ~lo Jlata: 10-0M




CERTIFICATE OF ANALYSIS

Dr.Reddy’s “:’.

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IpoaykT: Annepsaii TabneTku, NOKPLIThIE MeHOUHON 000104KOH, 5 MT

Market / Poinok : Russia / Poccus

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

Cepnsi Ne 5 C2404741 Pazmep cepun * 1040300 Tab

Analytical Repourt No. / . 890001734954 Date of Analysis / . 30/04/2024
AHaauTH4YecKnii oTyeT Ne JaTta ananusa

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JlaTa npou3BoACTBA T'onen no

Mfg. License No. /

TIpon3BoACTBEHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)

JanueH3ns Ne

Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page4 of 5/Crp.4 u3 5

10 | Uniformity of dosage units /

OnnopoAHOCTDb 103HPOBAHHSA

3.0/3,0

Acceptance value (AV) should not be more
than 15.0./ Tlokazarens mpuemiemoctd (AV)
JoipxeH ObITh He Gonee 15,0.

11 | Assay / KonnyecTBenHoe

omnpejgejienmne

4.98 mg /4,98 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr NeBOIeTUpPH3KHA
Juruapoxiopuza B TabneTke.

12 | Packaging / YnaxoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetox B
onuctep us (ITA/AJI/TIBX) donsru
/ amomunueBol ¢oneru. Ilo 1
OnucTepy BMECTE C HHCTPYKUMEH MO
NPHMEHEHHIO (;mucTkOM-
BKJTa/IbIIIEM) B Na4Ky KapTOHHY!O.

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

/ Tlo 7 wnu 10 Tabnerox B Onuctep U3
(TTIA/AJITIBX) doneru  / antoMuHHEBOM
doneru. Ilo 1, 2 unu 3 Gnucrepa BMecTe ¢
UHCTPYKUMEH 5O TPUMEHEHHIO (AMCTKOM-
BKJIa7plilIeM) B TIAUKY KapTOHHYIO.

* 1t 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.
* TIpoBOANTCR IPOU3BOANTEINIEM IPH BIITYCKE NEPHOANYECKH (C HHTEPBAJIOM OOHO UcnbITaHKe Ha 10 cepuii unn He mesee 1 pasa B ron).

TToka3zaresis MOXET ObITh HE BKIIIOUYCH B cepTH

duikar aHanuza Gupmisl.

API name / HanmenoBanne ADC:

Levocetirizine dihydrochloride / JleBoueTvpu3nna AUrMAPOXAOPHI

INN / MHH:

Levocetirizine / JleBouetupusuy

API manufacturer batch number /

nponssoautess I'JI®:

Homep cepun npouzsoguTtenss ADC: ACRIE002T08
FP Manufacturer API Batch number /
Homep cepuu cybcTaniuu FCQA02247

API Manufactured by & country/
ITponzsoautenr ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlaboparopuc Jlta., Munus

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipoayxt cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: @/ Itposepeno: Onobpeno: Menenxep / Py rf{r\"\lmj'_tl'lTeﬂb
.,.L‘d:“ -
3 E=—
Date / iy Date / Date / %)
JaTa: 30’04/(;?0?‘,/ Jara: zOr‘Ou ’J)‘QM Jara: Ge-0H




Qe
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
INpoayxr: Annepssit TaGneTkH, NOKPHITHIE NJIEHOUHON 060JM0YKOH, 5 MI - |

Market / PoiHok : Russia / Poccus

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

Cepusn Ne ekl Pasmep cepunu " 1040300 Tab

Analytical Repovrt No. / . 890001734954 Date of Analysis / . 30/04/2024
AHAJIHTHYeCKHIT oTueT No JlaTa anaanza

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

Jara npousBogcraa Tonen g0

Mfg. License No. /

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

Analysis performed according ND No / Anann3 nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PT-RU) ot 15.11.23

Page Sof 5/Crp.5u3 5
Name, address, authorization No for Survey Ned1, (Formulations Technical Operations - Unit-1I1), Bachupally
FP manufacturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Release site / Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
HanmenoBanne, agpec 1 HoMep No 59/RR/AP/97/F/R)
JINHEH3UHU NJIOAAKH, VYuactok Ne 41, (IlponssoncteenHoe noapasaenenue-111), bauynannu
ocyliecTBJIAIOLIEH Bunnapx, bauynannu Manpan, Meauan Mankapxkrupnu JIMCTpUKT,
NPOU3BOJCTBO/KOHTPOJL Bauynannmu (B), bauynannu (M), Menuan-Mankapkrupu (), wrart
kavectBa/Bhinyck ['JID / Tenanrana, Muausa (JInuensuns 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.

3akmouenye 0 COOTBETCTBHU: «HacTosawwum st noATBepXk a0, 4To NpUBECHHAs Bbillle HH(OPMAILlKs SBAAETCS 1OCTOBEPHOI
¥ TO4HOH. OTa cepus NpoAyKUMH Npou3BeleHa (BKI0Yas yNakoBKy (MapKUPOBKY) U KOHTPOJIbL KAUECTBA) HA BhILLEYKA3aHHOM
NPOU3BOACTBEHHOH Muowaake (Miollaakax) B [OJHOM COOTBETCTBMM ¢ TpeGoBanusmu [lpaBun Hapnexallei
Npou3BOACTBEHHOH npaxkTHkd (NeGMP-01887/21/IN or 28 anpens 2021) u TpeGoBaHMsAMH KOHTpONS KauecTBa
NEKapCTBEHHBIX CPEACTB, a TaK)KC B COOTBETCTBUM CO creluGHKaUsIMY, CONAEPXAUIHMHCS B PETHCTPALMOHHOM JAOChE
CTpaHbl-UMIIOpTEPa. 3anlucH NO INPOM3BOIACTBY, YNAKOBKE M aHANW3Y TNpPOBEPEHbI, W YCTAHOBIEHO WX COOTBETCTBHE
TpeboBanusm [IpaBun Haanexallel Npor3BOACTBEHHOMN MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBeTcTBYeT TpeGoBaHusM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarortosneno: [1posepeno: J@ Onobpeno: Menemkep / PykosonuTens
Date / Z Date / ‘ Date / YO
ot~ 405, VY2 DO 04
Jlara: Bor 4/ JaTa: KO r@U ~ “ JlaTa: N




