Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IIpoaykt: Annepsaii Taba€TKM, NOKPLITbIE TIEHOYHON 060J104KOH, SwMr

Batch No / : C2112160 Batch Quantity / 1040300 tab/ ]
Cepus Ne ) O6beM cepun 1040300 Ta6

Analytical Report No / : 890001549799 Date of Analysis / : 13/10/2021 = |
AHanutnyeckuit otuet Ne Jara ananusa B

Date of Manufacture / : 0972021 Date of Expiry / : 08/2023

Hata npousBoacTBa T'ogen no

Rnalysis performed according ND: / Ananns nposeaen no HJI: JITI-004008-200820

Ne Test / Hokaszarenn

1 | Description / Onucanne

Result / PesyabTaThl

Page10of4/Crp. 1 u34
Specification / Hopma

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
JIBOSKOBbINYKJblE TaONETKH,
MOKPbIThIE TIICHOYHOH 000104KOi
Henoro 1BeTa, C OJHON CTOPOHBI
rilaJIkue, Ha Ipyroi cTopoHe
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo Genoro 1uBeTa.

Oval, biconvex, white to off-white film-
coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OBanbHble
JBOSIKOBBITIYKNbIE TaONETKU, NOKPbITHIE
MIJIEHOYHON 000J104KOi 6ejlIoro uiu nouty
6eJoro 1BeTa, C OJHON CTOPOHB! TNafKHe,
Ha Jpyroil cropone rpaBupoBka «R 5». Ha
NOTIEPEYHOM paspese sAapo ot 6enoro 1o
Mo4YTH Oenoro 1gera.

2 | Identification.
Levocetirizine/
IToanMHHOCTD.
JleBouerupuznn

3 | Average weight /
Cpeansisi macca

4 | Disintegration /
PacnanaemocTn

Complies as prescribed /
CooTBeTCTRYET 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 ynepxxuBaHus
OCHOBHOT'O THMKa Ha Xpomarorpamme
UCTIBITYEMOTO pacTBopa JIOSKHO
COOTBETCTBOBATL BPEMCHHW  YJEpPKUBAHUS
OCHOBHOTO MNMKa Ha XpomaTtorpamme
pacTsopa CTAHJIAPTHOI O obpasua
JIEBOLIETUPU3HHA IMTHAPOXJIOpKAa (paznen
«KonnuecTBeHHOE ONpesiesicHHEY).

132.87 mg/ 132,87 mr

8 min/ 8 mun

Not more than 15 min/

13325 mg £ 4 % (127.92 to 138.58 mg) /
133,25 mr £ 4 % (ot 127,92 no 138,58 wr)

Ile bonee 15 MuHu

Remarks : The Product confirms to ND/
Ipumeuanine: Tpoaykr coorBeTcTBYT Tpedosaruam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Lteju u'mn_|eno‘:{‘_2 # Checked by / l—l_pOBepeHO:_ Approved by: Manager/ Onodpeno: Menekep

Date / laTa: ,4 ] 0"2@'

Date / lata: yip ¢ - 154

Date / laTa: | Lf/"" 0_12)})\




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Produ_ct_:merway film-coated tablets 5 mg

Iponykr: Annepsaii TabneTku, NOKPEITHIE MIIEHOYHOH 000N10UKO#, 5 M

Batch No / : C2112160 Batch Quantity / : 1040300 tab/

Cepus No Ob6nem cepun 1040300 Tab
Analytical Report No / : 890001549799 Date of Analysis / . 13/10/2021
Ananutiyeckui oruer Ne JlaTa aHanuza

Date of Manufacture / : 0972021 Date of Expiry / : 08/2023

Hara nponssoacTBa T'ogen o -

Analysis performed according ND: / Ananns nposeaen QOBMH-_OQ4008-200§20

| Not less than 80 % (Q) of label claim of

Page2 of4/Ctp. 2 uz 4

C21H;35CIN,O5-2HCI (IeVOCGﬁI‘iZiI’lC
dihydrochloride) in 20 min. / He menee
80 % (Q) OT HOMMHANBLHOTO coePKaAHNS
C31H75CIN,05-2HC] (neBoueTHpusnna
auruapoxnopua) uepes 20 MuH.

Impurity D/ TIpumecs D

Impurity E / TTpumecs E

Impurity F /Tlpumecs F

Impurity RCT-3 / [lpumecs |
RCT-3

5 | Dissolution / PacrBopenne Unit-1/ Ta6n.-1 96%
| Unit-2/Ta6n.-2 |  95%
Unit-3 / Tabn.-3 96%
| Unit-4/ Ta6n.-4 99%
Unit-5 / Tabu.-5 96%
Unit-6 / Tabn.-6 98%
6 | Related Substances / IHocToponnue npumecu )
I—mpuri_ty A /Tlpumecs A Not detected / He obHapyxeHa
Impurity B / Ipumecs B 0.03% /0.03%
Impurity C / Tlpumecs C Not detected / He obnapyxeHa

Less than LOQ (LOQ: 0.004%)Husxe
npesiena KOJMMYECTREHHOTO
onpeaenenus (ITKO : 0,004%)

Less than LOQ (LOQ: 0.023%)Hwxke
npesena KoJNMuecTBEHHOro

onpenenenus (I1IKO : 0,023%)

Not detected / He oGHapyskeHa

0.10% /0,10%

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

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

Not more than 0.4 % / 11e 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/
INpumeuanne: [poayxkT coorseTcTByeT Tpebopannam HJl

Prepared by / ) IOBJIEHO: 2

Mo V2%
p,
Y

Checked by / [Tposepeto:

Conclusion : APPROVEI;/_
Saxmouenne: ONOBPEHO

Approved by: Manager/ Ono6peto: Menewkep

Peeatts) Ronsl Roertaef

Date / Hara: ’A ) ,_M

Date / lata: yhp 10~ 1o 2

Date / Ilara:

Iy 0-202)




Dr.Reddy’s ‘:','0

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tlpopykt: Anneppsii TabNETKH, NOKPHITHIE MIEHOUHONH 000104YKOM, 5 MT

Analysis performed according ND: / Ananus nposeaen no HJI: JIT-004008-200820

impurity / Jiobas epnuuvHas
HEeUJICHTHPRINPOBAHHAS
NpUMeCh

Total impurities /
Cymma npumeceii

Any individual unidentified |.

Batch No/ : C2112160 Batch Quantity / 1 1040300 tab /
Cepns Ne | O6nem cepun 1040300 tabd B
Analytical Report No / : 890001549799 Date of Analysis / : 13/10/2021

| AHanuTHYECKHH oTueT Ne Hara ananusa ]
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2023
[ara npoussoacTea I'onen no S

Page 3 of 4/ C1p. 3 u3 4

BDL / peructpaunn

0.1%/0,1%

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

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

S-isomer - not more than 1.5 %
S-uzomep - ve onee 1,5 %

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

Not more than 1000 CFU/g /

Not more than 100 CFU/g /-

Shell be absent in 1 gram /

The acceptance value (AV) should be less
than or equal to 15.0 / Ilpuemounoe
3HaueHne (AV) nomxkHo ObITh He Dosee

7 | Chiral purity / Xupansuas | Not detected / ne obHapyxena
YHCTOTA
8 | Loss on drying / Tloreps B ) 1.9%/1,9%
mMacce NpH BbICYyIIHBAHHH
9 | Microbial enumeration tests / MukpoGHosorudeckast UHCcTOTAa
| a) Total Aerobic Microbial Less than 10 CFU/g /
Count / Obuee yucno Menee 10KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g /
moulds count / O61mee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOSOKEBBIX H TINIECHEBbIX
rpubos
c) Escherichia Coli Absent in | gram / o
OrcyterByer B I 1 OrcytecrBue B 1 1
10 | Uniformity of dosage units / 3.3/3,3
OaHOpOAHOCTD 103U POBAHUS
15,0.
11 | Assay / KosinuecTBeHnoe 4,98 mg/4.98 mr

onpenejienne

4.75 mg to 5.25 mg of C21H25CIN203-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 Mmr a0 5,25 MI C2|H25C|N203'2HC|
(leBOLETUPU3MHA  OUTMAPOXNOPHA) B
TabneTke.

"Remarks : The Product confirms to ND/
Ilpumeuanue: Tlpoaykr coorBeTcTRYET TpeGoaHusam HJL

' Date / lata:

Prepared by / Iojrorosaeno?
Cpoe

“Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Checked by / Tposepetio:

14 tO -Lor

Date / Ilzu_t

| Date / Jlaa:

Approved by: Manager/ OI[O%pCHOZ Menemkep

feaun Qo il Loty

(0~ 202]




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHU®HUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMponyxt: Anepsdii TabNETKH, TOKPLIThIC NJ1EHOYHOH 000JI04KOH, 5 MI

Batch No / : C2112160 Batch Quantity / : 1040300 tab /
Cepus Ne - - - Obbem cepun 1040300 Ta6
Analytical Report No / : 890001549799 Date of Analysis / . 13/10/2021
AHanuTH4eckui oTyet Ne Jlara apanmuza

Date of Manufacture / : 0972021 Date of Expiry / . 08/2023

Jlata npou3BosicTBa T'onen mo

Analysis performed according ND: / Ananu3 nposegen no Iil[ JHI-004008-200820

Page4of4/Crp. 4 n3 4

12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1 blister and | foil/aluminum foil blister. 1, 2 or 3 blisters
a patient information leaflet in a carton | and a patient information leaflet in a carton
pack. / ITo 10 Tabnetox B 6auctep u3 | pack./Ilo 7 umm 10 Tabnetok B Gnucrep us
(ITA/AJI/TIBX) donsru / | (TIAJAJITIBX) doneru / amoMuHueBoi
amomunueBol doneru. [o 1 6nucrepa | ponsru. Ilo 1, 2 wnum 3 Gaucrepa ¢
C MHCTPYKUMEH 1O NPUMEHEHHIO B | UHCTPYKUMEH MO NPUMEHEHHIO B MNauky

nayky KapTOHHYIO KAPTOHHYIO.
13 | Labeling / MapkupoBka According to ND / B coorserctenn ¢ HJI
14 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Boillle 25 °C.

XpaHneHune

15 | Shelf life / Cpox l‘OIlHOCT;l 2 years /2 ropa

Remarks : The Product confirms to ND/ R Conclusion : APPROVED /
Mpumeuanne: [1ponykT cootBercTyeT TpeboBanuam HJJ 3axmouenne: OJOBPEHO

Prepared by / 1r0'rg;}4/nbp Checked by / I'lposepeHo: Approved by: Manager/ Onobpeno: MeHnekep
2 2 Fe0eot8D Ryrnt Resaletf

Date / Jlata: IA”[O*% ‘Date / lata: Jh ~\D ~ 1 0p Date / Jlara: (\{)Plo.:’l/oq/,




