Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoaykr: Annepssii Tabnetku, NOKPHITHIE MIEHOYHOM 060104KOI, 5 Mr

Market / Poinok : Russia / Poccust

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

Cepnn Ne : £2409628 Pazmep cepun " 1040300 Tab

Analytical Repovrt No. / . 890001751378 Date of Analysis / . 23/07/2024
AHanuTHYecKHUIT 0TUeT No HXata ananuza

Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027

Jara npoussoacrsea Toxen go

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaen no HJI No: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) o1 15.11.23

Page 1 of 5/Cip.1m35

Ne Test / Iloka3aTenn

Result / Pe3yabTaTel

Specification / Hopma 4‘

1 | Appearance / Onucaunue

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
JBOSIKOBBITIYKJIBIE TabJeTky,
TOKDLITBIE NJIEHOYHOH 060JI0YKOM
Genoro upera, ¢ OAHON CTOPOHBI
TIAJKHE, Ha Jpyrod CTOpOHe
rpaBupoBka «R 5». Ha nonepeuynom
paspese sapo 6enoro 1BeTa.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R
57 on the other side. White to off-white core on
a cross-section. / OBaJIbHbIE ABOSIKOBBIIIYK/IbIE
TabNeTKY, TOKPBIThIE TIEHOYHOM 00O0NOYKOM
6enoro wiu moytd 0OEJOro 1BETa, C OAHOM
CTOPOHBI INIaJIKME, HA Jpyroil CTOpOHe
rpasupoBka «R 5». Ha nonepeuHom paspese
Aapo ot 6enoro Ao mouT 6enoro LBeTa.

2 | Identification
Levocetirizine/
Hpenruduxauns
JleBoneTHPU3HH

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 ynepxuBaHHS
OCHOBHOIO  THKAa Ha  XpoMarorpamme
UCTIBITYEMOI0 pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  YJEepXKHBAHHS
OCHOBHOTO TTHKa Ha XpOMaTOrpaMMe pacTBopa
CTaHIapTHOro  obpa3ua  JieBOLETHPH3WHA
qurugpoxiaopuga (pasgen «KonuuectBeHHOe
OTIpEEICHUEY).

|

Average weight /
Cpennssi macca

133.43 mg/ 133,43 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 /
PacnagaemocThb

4 min / 4 Mud

[ Not more than 15 min / He 6onee 15 Mus

Remarks : The Product confirms to ND/
IIpumeuanmne: [Iponykr cooTBeTcTBYeT TpeboBaumsm HJT

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Hpoaepem@_ﬂj Onobpeno: Menemxep gly,(omnmenb
Date / ; 4| Date/ Date / TG -DN NN
Jara: W 697 Hara: 26 ~07-2024y | llata:
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CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIM3A

r‘_.
Product : Allerway film-coated tablets 5 mg
Mpoayrr: Annepesii TaGAeTRM, NOKPLITEIE TNEHOUHOI 060104K0#, 5 MT

Market / Peinok : Russia / Poccust
Batch No. / . Batch Quantity / 1040300 tab /
Cepus Ne © (2409628 Pazmep cepun " 1040300 tab
Analytical Repovrt No. / . 890001751378 Date of Analysis / . 23/07/2024
AHanuTHYeCKHi oTyeT No Jara ananuza
D .

ate of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
Jata npousBoacrsa I'onen no
Mfg. License No. /
IlponssoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JuneH3us Ne

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

Analysis performed according ND No / AHaau3 nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 5/Ctp.2 m35

5 | Dissolution / PacTBopenne Unit-1 / Tabun.-1 96 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabna 96 % dihydrochloride after 20 min. / He menee 80
) % (Q) OT HOMHHAJIBHOTO COAEPXKAHUS
Unit-3 / Tabin.-3 98 % JIEBOLETUPU3HHA THTHAPOXIOpHAa uepes 20
Unit-4 / Ta6n.-4 94% | MM
Unit-5 / Taba.-5 96 %
Unit-6 / Tabn.-6 97 %

6 | Related Substances / PoncTBennbie mpumecn

Impurity A /IIpumecs A

Impurity B / TIpumecs B

Impurity C / [Ipumecs C

Impurity D / ITpumecs D

Impurity E / ITpumecs E

Impurity F / [Ipumecs F

Impurity RCT-3 / Ilpumecs

Not detected / He obHapyxeHa

0.02%/0,02%

Not detected / ue obHapy:xeHa

Below LOQ (LOQ =0.004 %) /
Hixe npenena koJUYeCTBEHHOTO
onpeaenenus (IIKO = 0,004 %)

0.03% /0,03%

Below LOD (LOD =0.014 %) /
Huxe npenena obuapyskenus (110 =
0,014 %)

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

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

Not more than 0.4 % / He 6oiee 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 6oxee 0,4 %

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

RCT-3 0.09%/0,09%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJJ 3akmouenne: OJJOBPEHO

]

Prepared by / (,Zi Checked by / Approved by: Manager/Executive /
[lonrorosneHo: /% IIposepeHo: @ i Opnobpeno: Menemxkep / PykoBonuTenb
Date / { _0 Date / Date / LGC pA Ay
Hara: % 0 w Jata: S E~07~ 202y | Nara:




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
[Product : Allerway film-coated tablets 5 mg
| Ipoayxt: Annepsaii TabneTkH, MOKPBITEIE TNIEHOUHOH 060J10UKOH, 5 M
Market / Poinok : Russia / Poccus
Batch No. / : Batch Quantity / . 1040300 tab /
Cepus Ne v C2409628 Pasmep cepun * 1040300 Tab
Analytical Repourt No. / . 890001751378 Date of Analysis / . 23/07/2024
AnasinTHueckHii oTyeT Ne JlaTa aHanu3a
Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
Jara npousBoncTea Togen xo
Mfg. License No. /
IlpousBoacTBEHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JuueH3us Ne
Analysis performed according ND No / Ananu3 nposenen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
[JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page3 of 5/Crp.3 35

Any individual unidentified |[Not detected / He oOHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobast eguHHU4YHAs
HeUAEeHTH DU UPOBaHHAS
pUMECH
Total impurities / 0.1 %/0,1 % Not more than 1.5 % / He Gonee 1,5 %
CymMa npumecei
7 | Chiral purity / Xupanapnaas |Below LOD (LOD =0.0138 %)/ S-isomer — not more than 1.5% /
YHCTOTA Hwxe npenena obHapyxenus (110 = | o _ 8
0,0138 %) S-uzomep — He Honee 1,5 %
8 | Loss on drying / IloTeps B 2.4 %/2,4% Not more than 6.0 % / He 6onee 6,0 %
Macce MPH BbLICYIIIHBAHHH
9 | Microbiological purity*/ Mukpo6uoJioraaeckas 4ucTora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Ob1ee yucno Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MHKPOOPraHU3MOB
b) Total Combined Yeastand | Less than 10 CFU/g / ' Not more than 10> CFU/g /
moulds count / Obuiee yucno Menee 10 KOE/r He 6onee 10> KOE/r
JPOXOKEBBIX U TIIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytcTBYeTB 1 T OrcytcTBHEB 1 T
10 | Uniformity of dosage units / 4.6/4,6 Acceptance value (AV) should not be more
OaHOpPOAHOCTH AO3UPOBAHUSA than 15.0./ ITokazarens npuemnemoctu (AV)
JomkeH ObITh He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanue: HpOI[}q‘KT cooTBeTcTBYeT Tpeboanusm HJJ 3axkmouenue: OJOBPEHO
Prepared by / } Checked by / Approved by: Manager/Executive /
IloarotorneHo: ’ — [IpoBepeHo: @ =2 Onobpeno: Mernemkep / Pykosonurens
Date / ' Date / Date / o
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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Ipoayxr: Annepssii TabNEeTKH, NOKPHITHIE IIEHOYHOH 060JI0YKOM, 5 Mr

Market / Peinok : Russia / Poccus

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

Cepun Ne : €2409628 Paszmep cepun " 1040300 tab

Analytical Repovrt No./ . 890001751378 Date of Analysis / . 23/07/2024
Ananurnyecknii oryeT No JiaTa anaausa

Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027

Jdara nponsBoacrea I'open xo

Mfg. License No. /

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

Analysis performed according ND No / Anaaus
JIIT-Ne(001333)-(PT-RU) ot 15.11.23

nposenen no HJ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 4 of 5/Ctp. 4 u3 5

aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / [To 10 Tabnerok B
6nucrep u3 (ITA/AJI/TIBX) donbru
/ amomuHueBodt ¢oneru. I[To 3
6scTepa BMecTe ¢ HHCTPYKUHeH 1Mo
PUMEHEHHIO (mucTKOM-
BKJIaJbIIEM) B TTAYKY KAPTOHHYIO.

11 | Assay / KonuecTBennoe 4.97mg /4,97 mr Between 4.75 mg and 525 mg of
onpeaesieHue levocetirizine dihydrochloride per tablet. /
Or 4,775 mr go 5,25 Mr neBOUETHPU3WHA

JUTHIPOXJIOpH/IA B TabNeTKe.
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /| 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.

/ Mo 7 uma 10 Tabnetox B OGmkcTep u3
(ITA/AJITIBX) ¢onbery / anrOMHHHEBOM
doneru. Ilo 1, 2 umu 3 Gaucrepa Bmecte ¢
HUHCTPYKUHMEH MNO NPUMEHEHUIO (JTHCTKOM-
BKJIZIBIIIEM) B AYKY KApPTOHHYIO.

* 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 NPOU3BOAUTENEM IIPH BBIYCKE NEPHOINIECKH (C MHTEPBAIOM OIHO MCTbITaHue Ha 10 cepuit wiu He Menee 1 pasa B Tox).

IToxa3aTens MOXET ObITH HE BKIIIOUYEH B CepTHRUKAT aHATH3a PUPMBIL

| API name / Haumenosanne ADC:

Levocetirizine dihydrochloride / JleBoueTnpu3uHa [UrMAPOXJIOPHUL

INN / MHH:

Levocetirizine / JleBoueTHpH3uH

API manufacturer batch number /

| npousBoauTe s I'JIdD:

Homep cepun npounssoautens APC: 4ICQII0NIZ08
FP Manufacturer API Batch number /
Homep cepun cyGeTaHumun FCQA02969

API Manufactured by & country /
Ipon3soaurens ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlabopatopuc JIta., Uuans

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

HaumeHnoBanHe, agpec H HOMep
JIMIEH3HWH IJIOIIAJKH,

Survey Ne41, (Formulations Technical Operations - Unit-111), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanmue: [Tponykr cooTBeTcTBYeT TpeboBanusm HJJ 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: l'lporsepe:-m@ ) Onobpeno: Menemxep / PyxoBogutrens
Date / ' - JoW| Date/ = Date / UG o) X
Hara: U —0° Hara: 2 b ~07~20244| Hara: ™
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
[Product : Allerway film-coated tablets 5 mg T
[Mpoayrr: Annepesii TablieTkn, MOKPBITHIC IEHOYHOM 0605104KOH, 5 Mr
Market / PerHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepust Ne : £2409628 Pasmep cepun 1040300 Tab
Analytical Repovrt No. / . 890001751378 Date of Analysis / . 23/07/2024
AHaauTHYecKHii oTyeT Ne JaTta ananuza
Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
Jlata nponsBoacTBa I'open no
Mfg. License No. /
IlpoussoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(001333)-(PT-RU)
JuueH3ns Ne
Analysis performed according ND No / Auasu3 nposenen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23
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| ocymIecTBAsTIONIEH Vuacrok Ne 41, (IlpousBoncteennoe nongpaspenenue-I11), bauynammm
MPOH3BOACTBO/KOHTPOJIb Bunnanx, bayynannu Manzpan, Mexuan Mankaokrupu JJUCTPHKT,
kayecTBa/Boinyck I'JID / bauynannu (B), bauynannu (M), Meguan-Mankamkrupu (), wrart
‘ Tenanrana, Unaus (JIuuensus Ne S9/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.

3aKimoyeHrne 0 COOTBETCTBUH: «HacTOSIUM s IIOATBEPXKIAIO, YTO IPUBELEHHAS Bbilile HHOPMAIIHS ABNSETCS JOCTOBEPHOM
¥ TOYHOH. DTa cepHus NPOAYKLUHM MPOU3BeeHa (BKIIFOUas yNaKoBKY (MApKUPOBKY) H KOHTPOJIb KauyecTBa) Ha BhIIIEyKa3aHHOM
NPOM3BOACTBEHHON IUIOWaAKke (IUIOIIAAKax) B [MOJNHOM COOTBETCTBHH C TpeboBaHuAMH IIpaBun Hazjexamuei
npou3BoJcTeeHHON npaxtuku (NeGMP-01887/21/IN ot 28 anmpens 2021) u TpeGOBaHHAMH KOHTPOJS KauyecTBa
NIeKaPCTBEHHBIX CPEIACTB, a4 TAKXKE B COOTBETCTBUHM CO CHEUHUDUKAINMAMY, COAEPIKAIIUMHUCI B PETUCTPALUOHHOM HOCHLE
CTpaHbI-UMIOpTEPA. 3amuCu MO MPOU3BOACTBY, YMAKOBKE M aHAIM3y MPOBEPEHbI, W YCTAHOBJIEHO WX COOTBETCTBHE
TpeGoBanusiM [IpaBus Haanexalieif NPOU3BOICTBEHHOM IPAKTHKH,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpogyxT coorBeTcTBYeT TpeboBanusm HJT 3akmouenue: OJOBPEHO

Prepared by / j Checked by / Approved by: Manager/Executive /
Ioarorosneno: = [Iposepenoy _) Onobpeno: Menemxkep / PykoBoanTens
Date / (}_orl/"l Date/ — Date / NG o) RSy
Hara: % ~0 \} i JHara: 0L ~OT7~-207 Ly Jara:




