Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IpoayxT: Annepenii TabeTki, NOKPHITHIE MIEHOYHON 060IOUKOl, 5 Mr

Market / Poinox : Russia / Poccus

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

Cepus Ne FEadIdaes Pazmep cepuu " 1040300 Tab

Analytical Repovrt No./ . 890001777956 Date of Analysis / . 30/11/2024
AHanuTHYeCKH oTueT Ne JlaTa aHaM3a

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

JaTa npouseoacrea Tomen mo

Mfg. License No. /

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

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

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

Pagelof 6/Crp.1u36

Ne Test / IToka3zaTean

Result / PesyabTaTsl

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. / OBanbHbIE
JIBOSIKOBBIIYKJIBIE Tabnerky,
HOKPBITIE TIEHOYHOH 00605710uK0H
benoro 1Bera, ¢ OAHOWH CTOPOHBI
rnagKue, Ha  Opyroi  CTopoHe
rpaBupoBka «R 5». Ha nonepeuynom
pazpese aapo 6enoro ysera.

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. / OBanbHbIE JBOSKOBBITYKIIBIE
TabneTKH, MOKPBIThIE MIEHOYHOH 060I0UKOlM
Oenoro wim mourd Oenoro uBeTa, ¢ OXHOH
CTOPOHBl [/aAKWE, Ha JpYyroi CTOpOHe
rpasupoBka «R 5». Ha nonepeuHoM paspese
sOpo OT 6€J10T0 10 TOUTH 6eNIoro nBeTa.

Identification
Levocetirizine/
HnenTuduxanus
JleBoLeTHPH3HH

Complies as prescribed /
CooTBeTcTByeT TpeOOBaHHAM

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 ynepxuBaHHA
OCHOBHOTO MHKa Ha  XpoMarorpaMmme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  YACPKHBAHHS
OCHOBHOTO KA HAa XpOMaTorpaMMe pacTBopa
CTaHJapTHOro oOpa3la JIeBOLETHPU3NHA
jquruapoxnopuzaa (pazaen «KonauuectBeHHOE
OTIpeACNICHUEY).

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT cooTBeTCTBYET TpeboBanusm HJJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

[
Prepared by / f /_/,-fl__ /j Checked by / Approved by: Manager/Executive /
[MoarotosneHo: ~p -~ — [TpoBepeHo: m:)__ Ono6peno: Menemxkep / PyKOBO}lPIg&b ’
/
Date / v 0-{’-52924 Date / B Date / 2041—2°
Hata: 8 Hata: SOl Inoe Hara: W
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
HpoaykT: Aneppsit TabIETKH, MOKPHITHIE TUIEHOYHON 060JI0UKO, 5 MT

Market / Poinok : Russia / Poccus

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

Cepus No Fezigdes Pasmep cepuu * 1040300 Tab

Analytical Repovrt No./ . 890001777956 Date of Analysis / . 30/11/2024
AHanuTnuecknii oryer Ne JaTa ananansa

Date of Manufacture / © 26/09/2024 Date of Expiry / . 31/08/2027

Jata npoussoacrsa Topen jo

Mfg. License No. /

IponssoacreeHHan : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JHLeH3Hs No

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

JII-N2(001333)-(PC-RU) ot 15.11.23

Page20of6/Crp.2 n3 6

3 | Average weight /
Cpennsia Mmacca

134.27 mg/ 134,27 mr

133.25 mg + 4% (between 127.92 and 138.58

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

4 | Disintegration /

6 min / 6 MUH

Not more than 15 min / He 6oisee 15 Mun

Pacnagaemoctnb
5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 96 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Taon.2 999, (c)hhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMHHAIBLHOIO COAEPXKaHUS
Unit-3 / Tabn.-3 90 % JICBOLETHPU3UHA AUrHApoxjopuaa uepes 20
Unit-4 / Tabn.-4 7% |
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 96 %

6 | Related Substances / PoacTBeHHbIe IpUMeECH

Impurity A / [pumecs A

Not detected / He oOHapyxeHa

Impurity B / Ilpumecs B

0.03%/0,03%

Impurity C / [Tpumecs C

Below LOD (LOD = 0.006 %) /
Huxe npenena obHapyxenus ([10 =
0,006 %)

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 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [IpogykT cootTBeTcTBYET TpeGoBaHusiM HJT 3akiaouenue: OJOBPEHO
Prepared by / [/~ 2 éc':f “Checked by / | Approved by: Manager/Executive / N
[oarotosneno,~ 1zj-~ — IIposepeHo: Onobpeno: Menemxep / PykosoanuTes

o — poBep @ p p/ Py s
Date / 201 -LO Date / Date / 104 -
Jara: 2 < % Jara: Cior Al gIIREY Jlarta:
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

| MTpoaywr: Annepesii Tabnerky, NOKPHITHIE MICHOUHON 060510uKOi, 5 M

Market / PoiHOK : Russia / Poccus

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

Cepus Ne : (2414463 Pasmep cepun * 1040300 a6

Analytical Repovrt No. / . 890001777956 Date of Analysis / . 30/11/2024
AHaguTHYecKHIT oTueT Ne Jata ananuza

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

JlaTta npou3BoACTBa T'ogen go

Mfg. License No. /

IIpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIH-Ne(001333)-(PT-RU)
JuueH3zusa Ne

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

Analysis performed according ND No / Auanu3 nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3of 6/ Crp.3 136

Impurity D / TIpumecs D

Impurity E / ITpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / JIto6ast expHHYHAS
HeuaeHTHDUIUPOBaHHAS
pUMech

Below LOQ (LOQ = 0.004 %) /
Hwxe npefena KONMYeCTBEHHOTO
onpenenenus (IIKO = 0,004 %)

0.03% /0,03%

Below LOQ (LOQ = 0.047 %) /
Hmxe npenena xoJM4ecTBEHHOTO
onpenenenns (IIKO = 0,047 %)

0.08% / 0,08%

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

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 %

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

Total impurities /
CyMMma npumeceit

0.1 %/0,1 %

Not more than 1.5 % / He 6o1ee 1,5 %

7 | Chiral purity / XupaabHas
YHCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

Remarks : The Product confirms to ND/

P i \p

Ipumeuanne: [IpoaykxT coorBeTcTBYET TpebGoBanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / 5 Checked by / Approved by: Manager/Executive /
IToarotoBineHo: ' IIpoBepeHo: Onobpeno: Menemxep / PyKOBo;'%gegb

: N2~
Date / 2t | Do) 4 | Date/ Date / Pl Cle
JlaTa: = Tata: Qpr\1~2d24 Jata: =0




Dr. Reddy’s Q?:'

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
Ipogyxr: Annepeaii TabneTku, NOKPHITbIE MIEHOYHOH 06ONOUKOM, 5 MT

Market / PoiHok : Russia / Poccus

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

Cepusi Ne e Pasmep cepun " 1040300 Tab

Analytical Repo“rt No./ . 890001777956 Date of Analysis / . 30/11/2024
AHannTHdecknii oTueT Ne JaTa anajnsa

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jata npou3BoacTBa Togen no

Mfg. License No. /

IpouseoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnueH3us Ne

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

Page4 of 6/ Ctp. 4 13 6

Not more than 6.0 % / He 6onee 6,0 %

8 | Loss on drying / llorepsiB | 2.3 %/2,3 %
Macce NpH BHICYIIMBAHHY
9 | Microbiological purity*/ MukpoOHotoruyeckast YacTora*®
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Obee yucio Meree 10 KOE/r He 6onee 10° KOE/r
a3pOGHBIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10* CFU/g /
moulds count / Ob1iee uucno Menee 10 KOE/r He 6onee 10> KOE/r
JIPOJMOKEBBIX U TUIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytctByeT B 1T OtcyrctBUe B 1 1
10 | Uniformity of dosage units / 2.1/2,1 Acceptance value (AV) should not be more
OaHopoaHOCTDL than 15.0./ IToka3zarens npreMneMoctu (AV)
D03APOBAHHS JomxeH 6b1Th He Honee 15,0.
11 | Assay / KonuuecTBeHHOE 4.99 mg / 4,99 mr Between 4.75 mg and 5.25 mg of
onpeaeeHne levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr jgo 5,25 Mr JneBOUETHPU3UHA
JUCHIPOXJIOPHA B TaONETKE.

Remarks : The Product confirms to ND/
IIpumeuanwue: [TpogykT cooTBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

to
Prepared by / /(/7 E . 2= | Checked by / Approved by: Manager/Executive /
HU,FIFD’I'OBHCI-T(}% ITpoBepeHo: Onobpeno: Menemxep / PykoBoanTenp
Date / 0]~ Q% 2 Date / N Date / — VN
Jara: 2 Hara: ;SO ~NW\~1oz Jara: o)
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IIpoayxT: Anepsasii TabneTkH, NOKPHITLIE MIEHOYHON 060JI049KOH, 5 M

Market / PoIiHoK : Russia/ Poccus

Batch No. / ) Batch Quantity / _ 1040300 tab / 1
Cepus Ne P C2414463 Pazmep cepun * 1040300 tab

Analytical Repo“rt No./ . 890001777956 Date of Analysis / . 30/11/2024

AHanuTHuecKknii oTuer Ne JaTa aHaan3za

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jata npoussoacTea B Togen no

Mfg. License No. /

IIponssoxcTBeHHAas1 : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

JIHUeH3Hus Nt

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

PageS5of 6/ Crp.5u3 6

12 | Packaging / YnakoBka 10 tablets in a (PVC/AVPVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / ITo 10 Ttabnerok B |/ Ilo 7 unu 10 rtabnetox B Gnucrep u3
omucrep u3 ([TA/AJI/TIBX) donsru | (ITA/AJI/TIBX) doneru / altoMUHHEBOM
/ amomunueBoit Qomneru. Ilo 3 | doneru. Mo 1, 2 unu 3 Omucrepa BMecTe ¢
6ncTepa BMECTE C MHCTPYKUMEH MO | HHCTPYKIMeH 60 NPUMEHEHUIO (JIMCTKOM-
PUMEHEHHIO (MMCcTKOM- | BKJIa[bIIIEM) B TTAYKY KAPTOHHYIO.
BKJIJIBIIIIEM) B MAYKY 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.
* [IpOBOAUTCS MPOU3BOAUTEIIEM [TPH BBIITYCKE MIEPUOANUECKH (C HHTEPBAJIOM OHO UcnbITaHue Ha 10 cepuit wim He MeHee 1 pa3a B roxa).

[Tokazartens MoskeT GbITE HE BKITIOUEH B CEPTH(MKAT aHanusa Gupmsl

API name / Hanmenosanne ADC: Levocetirizine dihydrochloride / JlerorieTnpuznHa AUTHAPOXIIOPUL

INN / MHH: Levocetirizine / JleBoLeTHPU3UH

API manufacturer batch number / ACQHO004141
Homep cepun npounspogutens ADC:

FP Manufacturer API Batch number / FCQA02971
Howmep cepun cy0cTannnu
npoussoanTess I'JId:

API Manufactured by & country/

IIponssonutesas APC, ctpana: ~ Dr. Reddy's Laboratories Ltd., India /
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeboBaHUAM HJL 3akmaouenue: OJOBPEHO
s )

Prepared by / 2.2~ | Checked by / Approved by: Manager/Executive /
TIoAroTOBNEHO; | f’{’ =i TIpoBepeHo: @ Onobpeno: Menemkep / Pykosoaurens

i ) 2N

"

Date / 90 ) ~Oc Date / . Date / A\
Jlara: \Q l{ Hara: 30( W02y Jara: 30
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
[Product : Allerway film-coated tablets 5 mg
Ipoayxr: Annepsaii TabneTKH, MOKPLITEIE IEHOUHOR 060JI0UKOM, 5 MT
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
Cepusi Ne I Pa3zmep cepuu © 1040300 Tab
:nalytlcal Repovrt No./ . 890001777956 Date of Analysis / . 30/11/2024
HAJTUTHYECKHH 0T4YeT Ne HaTa aHaamnsa
Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027
|aTa npou3BOACTBa T'oneH Ao o
Mfg. License No. /
IIpoussoacTBeHHAast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHUeH3Hus Ne
Analysis performed according ND No / Auanu3 nposeger mo HJ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 6 0of 6 / C1p. 6 u3 6

H-p Pennu’c Jlaboparopuc Jita., Unaus
. e Survey Ne41, (Formulations Technical Operations - Unit-III),

1;;12:;;3; l;iis;iiuﬂ;(t):l/zégﬁltlrzo -f;)r / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / gs site Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
HanMeHOBAHHE. ADeC H HOME State, India (License No 59/RR/AP/97/F/R)
[re—— ,aulf " P Vuacrok Ne 41, (TIpousBoacteeHHoe noapasaeneuue-11I), bauynamu
oc - ecTB.nmome é: ’ Bunnamk, Bauynami Mangan, Meauan Mankampkrupu J{ucTpukr,

yi 7:( Bauynannu (B), Bauynamiu (M), Mequan-Mankamkrupu (1), mrar
TPOU3BOACTEO/KOHTPOTH Tenanrana, Uaaus (JTuuenzus Ne 59/RR/AP/97/F/R)
KadecTBa/Boilyck 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.

3aKII04eHNE O COOTBETCTBUU: «HacTosIuM s MOATBEPIKAAt0, HTO MPHBEACHHAS BbIlle HHQOPMALUs ABISETCS JOCTOBEPHON
¥ TOYHOMH. DTa cepys MPOAYKLUXM NpousBeaeHa (BKIIoUas yIakoBKy (MapKHPOBKY) ¥ KOHTPONIb Ka4€CTBA) Ha BbILIEYKa3aHHOH
MpOM3BOACTBEHHOM MUIOaAke (IIOIAAKaX) B TONHOM COOTBETCTBHM C TpeOoBaHusMH [lpaBun Hajuiexalen
npou3BoACTBEHHON mpakTuki (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGoBaHMSMHM KOHTpOJIS KauecTBa
JIEKAPCTBEHHBIX CPEACTB, 4 TAKKE B COOTBETCTBHM CO CNELM(HKAUMAMM, COAEPHKAUIUMHCS B PETUCTPALMOHHOM HOCHE
CTpaHbI-UMIIOpTEpa. 3alluCH MO TNPOU3BOACTBY, YNMAKOBKE H AHAIM3y MNPOBEPEHBI, M YCTAHOBIEHO WX COOTBETCTBHE
Tpe6oBanusM [IpaBun Hapnexael mpou3BoACTBEHHON NMPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoxykT coorBercTByeT Tpeboanusam HJI Saxmouenne: OJJOBPEHO

()
Prepared by / e 5 .z, | Checked by/ Approved by: Manager/Executive /
HOL[FOTOBJ'IGHOLH_ [TpoBepeno: b@. Onobpeno: Menemxkep / Pyxoaomg\gﬁ,‘
Date / 20 rQ o Date / P2\ Date / [ Yalal
Jlara: 8 / % Hara: "30 -1 Jara: 0 A \/




