Dr. ﬁeddy’s "6.’.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IIpoayxr: HeTpnH® TabJEeTKH, TOKPHITHIE IIEHOYHOM 06071049K0i, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2503103 Batch Quantity / 955 KG / 955 K"

Cepus Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25002516 Date of Analysis / 06-11-2025

AHasmuTHYecKHii oTyeT Ne Jata ananuza

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npou3sBoACTBa Tonen no

Mfg. License No. / MA Liars f

TIpon3BoACTBeHHAst : 63/RR/AP/96/F/R number: JII-Ne(005456)~(PT-RU)
Homep PY

Jinuensus Ne

Analysis performed according ND: / Anann3s nposegen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeThl YTBep:KIeHbI: 17.02.2025

Result / PesyabTaTsl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrisle JBOSIKOBBIMYKJIBIE TaOJeTKH,
TIOKPBITEIE  TUICHOYHOH  000J10uKO0it
Oenoro mBeTa, ¢ puCKOi Ha OXHOM
cropoHe. Ha momepeunoMm paspeze —
Aaxpo Oenoro Hpera.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyriple IBOSKOBBHIIYKJIbIE TaGlIeTKH,
TIOKPHITEIE IUIEHOYHOH 0060104K0ii Genoro
W TOYTH GeNoro IBeTa, ¢ pHCKO# Ha OIHO
cropore. Ha nomepedsoM pa3spese agpo OT
6eoro 1m0 oIty 0eJI0ro IBeTA.

Ne Test / Iloka3aTenan
1 Description / Onucanue
Identification /

HaenTudukauus

HPLC / B3XX

The retention time of the main peak in the
chromatogram of test solution comply
with the retention time of the main peak;
in the chromatogram of Cetirizin

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpems ynep:xKuBaHHS OCHOBHOTO IIMKa Ha
Bpems yaepxHMBaHHS OCHOBHOTO IMHKA HAXpOMAaTOIpaMMe  MCHBITYEMOIO  pacTBOpa
XPOMAaTOrpaMMe HMCIBITYEMOTO pacTBOPAIO0JKHO COOTBETCTBOBATH BpeMeHH
COOTBETCTBYET BpEMEHH YIep:KHBAHUAY ICPKHBaHS OCHOBHOTO TIHKa Hal
OCHOBHOTO IIKa HAa XPOMAaTOrpaMMEXpOMaTrorpaMMe CTaHJapTHOTO  pacTBOpa
CTAHAAPTHOTO pPacTBOpa IeTHPM3MHAIETUPU3UHA THAPOXJIOpUAA (pasaen
TUPOXIIOPHAA. «KonmgecTBeHHOE ONpeNeTICHUEY ).

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 Cetirizine Hydrochloride

Remarks : The Product confirms to ND/

IIpumeuanue: [1poaykr cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
INoaroroeneHo:
D. Latha - Quality control-
Team Member ‘

Checked by / IIposepeHo:
N.V. Krishna- Quality
control- Team Member

X

Checked by (AQA)/
[Tposepeno (AOK):

Member

W,

Amol Ashokrao Rakshale-
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Ono6peno: OGecrieueHne
kayecTBa/OTBETCTBEHHOE JIUIIO:
S. Haneef- Quality Assurance- Team
Member r

Date /Jlata: o, ¢, -2 |

Date //lara:

be‘,\\ \20)/L'

Date /Ilara: 06““ (in’l/\

']Z)ate /Nara: s 06 | = 29




Dr. ﬁeddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Lletpua® TabieTKH, MOKPHITHIE TIEHOUHO 000104K0H, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2503103 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pazmep cepun

Analytical Repo“rt No./ . 2002FP25002516 Date of Analysis / 06-11-2025

AHauTHYECKH# oT4eT No JlaTa aHanu3a

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npon3BoacTBa I'opeH o

Mfg. License No. / MA o

TIpou3BOACTBEHHAS : 63/RR/AP/96/F/R R JITI-Ne(005456)-(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND: / Anann3 nporenen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MaKeThl yTBepaaens!: 17.02.2025

UV- spectrophotometry /
Y ®- cnekrpodoromeTpus

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and th
Cetirizine Hydrochloride reference standardI
solution in the range 200 nm to 400 nm shoul
exhibit maxima absorbance at about the sam
wavelengths with an allowed variation of +2
nm. / Y®-cnekTpsl MOrJIOMEHHUS UCIIBITYEMO
pacTBOpa ¥ CTaHJapTHOTO  PacTBOP
LeTHpH3HHA THApoXJIopuna B obmactu ot 200
o 400 HM [OOKHBEI MMETh MaKCHMYyMB]
[OTJIOIUEHHs IpH ONHOM U TOH Xe JUTHHE
BOJIHBI C HOITYCTHMBIM OTKJIOHEHHEM * 2 HM.

3 'Water content /
Conepaxanue BOJbI

3.2%/3,2%

INot more than 8.0% /
He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OQHOPOAHOCTH NO3HPOBAHHBIX 53/5.3 than 15.0 / INoka3arens npuemuemoctd (AV)
e AMHHLI ’ nosmkeH OsITh He Gonee 15.0.

5 Dissolution / PacTBopenne Not less than 80% (Q) of the labeled amount

100%, 99%, 98%, 97%, 97%, 99%.

of C21HasCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He mMenee
80 % (Q) OoT HOMHHAIEHOTO COAEPKAHUSA
szstClNzOs -2HCI1 (ue'mpnsmia

urpapoxsopun) yepes 30 MUH.

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoxykr cootBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /
IToaroToBneHo:

D. Latha - Quality control-
Team Member

ke | A

Checked by / ITpopepeHo:
N.V. Krishna- Quality
control- Team Member

Checked by (AQA) /
ITpoeepeno (AOK):

Member

n

Amol Ashokrao Rakshale-
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedeHne
kauecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef- Bity Assurance- Team

Member

Date /lata: [, —t [—22Y]

[Date /Iarapert Y20 V™

Date /Jara: o6l PN
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Dr. ﬁeddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Letpun® TadneTkH, NOKPhITHIE INIEHOYHOM 06010uk0MH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2503103 Batch Quantity / 955 KG /955 KT

Cepus Ne L Paimep cepun

Analytical Repo:'t No./ . 2002EP25002516 Date of Analysis / 06-11-2025

AHaJuTHYecKHi oTyeT Ne Jlarta anannsza

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npoH3BoOACTBA T'open a0

Mifg. License No. / MA number: /

TIpon3BOACTBEHHAST : 63/RR/AP/96/F/R - JITI-Ne(005456)-(PT-RU)
Homep PY

Jnuensns Ne

Analysis performed according ND: / Ananu3 npoeeaen mo HJI: JITI-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkHpoBKa u MaKkeThl YTBepkaensl: 17.02.2025

6 Impurities / IIpumecu
Impurity A /
[Tpumecs A
Impurity B /
IMpumecs B
Impurity C /
Mpumecs C
Impurity D /
[Tpimecs D
Impurity E /
pmvecs E
Impurity F /
IMpumecs F

Any individual unidentified
impurity / Jlto6as equHIYHas
HenIeHTHQUIMPOBaHHAS NPHMECh

Total impurities /
CymMa npruMeceit

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Hixe
npelena KONUYECTBEHHOTO OIpeNeIeH s
(ITKO = 0,010%)

Not detected / He o6HapyxeHa

Not detected / He oO6HapyxeHa

Less than LOQ (LOQ = 0.023%) / Hmwke
nperneia KOMHIeCTBEHHOTO ONpeeNeHuUs
(I1IKO = 0,023%)

Not detected / He oOHapy:keHa

0.07% /0,07%

0.1%/0,1%

INot more than 0.2 % / e 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %
INot more than 0.2 % / He Gonee 0,2 %
Not more than 0.2 % / e 6onee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / ve 6omee 0,2 %

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

Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/

IIpumeuanue: IIpomykTt coorBeTcTRYET Tpebopanuam HJT

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
IToaroToBneHo:

D. Latha - Quality control-
Team Member

v —

Checked by / ITpoeepeHo:
N.V. Krishna- Quality
control- Team Member

)8

Checked by (AQA) /
ITposepeno (AOK):

Member r\/ /'

Amol Ashokrao Rakshale-
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecriedeHue
kauecTBa/OTBETCTBEHHOE JIUIIO:
S. Haneef- Quality Assurance- Team
Member SC -
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Dr. Reddy’s “:‘

CEPTUDOHNKAT AHAJI3A

CERTIFICATE OF ANALYSIS

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LleTprE® TaONETKH, TOKPEITEIE INIEHOYHOH 060109K0H, 10 MT

Market / Peinok : Russia / Poccus

Batch No. / . B2503103 Batch Quantity / 955 KG /955 KI"

Cepusi Ne Pazmep cepun

Analytical Repo:‘t No. / . 2002FP25002516 Date of Analysis / 06-11-2025

AHaJUTHYECKHIi oTyeT No Hara anammsza

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npou3BoaCTBA T'onen no

Mfg. License No. / MA ber: /

IIponsBoacTBeHHAs : 63/RR/AP/96/F/R M JIII-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3ust Ne

Analysis performed according ND: / Ananu3s nposenes o H: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa H MaKeThl YTBepKaeHsl: 17.02.2025

7 Assay / KoninuecTBeHHOE
omnpeneeHue

9.96 mg /9,96 mMr
99.6% / 99,6%

Not less than 9.0 mg and not more than
11.0 mg C2;Hz5sCIN20;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 mMr mo
11,0 mr Cz;H2sCIN2O3-2HCI (uetupusuna
nuruapoxnopun) B tabnerke (ot 90,0 % mo
110,0 % OT HOMHHANBHOIO COIEPHKAHM).

8 Microbiological purity* /
Mukpo6uoiornyeckas
YyHCcTOTa*

a) Total aerobic microbial count /
Ob1ee 9uciIo a3poOHBIX
MHKpOOPTaHH3MORB

b) Total combined yeasts and
mould count / O611ee 4ncio
IIPOOKEBEIX U IUIECHEBBIX TPHOOB

c) E. coli

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

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

Absent in 1g/ OtcyrcTBYeT B 1T

INot more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBHE B 1 T

9 Subdivision of tablets /
JlereHHe TabJ1eTOK

Complies / CooTBeTCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTkn COOTBETCTBYIOT TPEOOBAHHUAM, ECIIH
He Oonee 1 eMMAENYHAS Macca OTKIIOHIETCA 3a

Remarks : The Product confirms to ND/

ITpumeyanmne: IIponykr cooTBercTByeT TpeboBaHmsM H]I

Conclusion : APPROVED /
3aknmwouenne: OJOBPEHO

Prepared by /
[ToaroTorieHo:
D. Latha - Quality control-

Team Member &)

Checked by / IIpoBepeHo:
N.V. Krishna- Quality
control- Team Member

Checked by (AQA) /
[Mpoeepero (AOK):

Member r\/

Amol Ashokrao Rakshale-
Quality Assurance- Team ||kauecTBa/OTBETCTBEHHOE JIULO:

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnedeHue

S. Haneef- Quality Assurance- Team
Member

Date /flata: ¢ {,—A[—L0(|

Date /[Tara: St

Date /[Jata: 0€-H -0 14

Date //lata: 06 At "WS_G
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Dr. Reddy’s “.‘. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Npoaykr: Letpun® TabneTky, NOKPhITHIE IIIEHOYHOH 0007104K0#, 10 Mr
Market / PeiHoK : Russia / Poccust
BaichBo. / : B2503103 Batch Quantity/ . 45545/ 955 KT
Cepnsi Ne Pasmep cepuu
Analytical Repo:‘t No./ . 2002FP25002516 Date of Analysis / . 06-11-2025
AHajuTHYeCKHI 0TYeT No JlaTa aHanu3a
Date of Manufacture / . 16-10-2025 Date of Expiry / . 30-09-2028
JlaTa npoM3BOACTBA T'ogen no
Mifg. License No. / MA number: /
IIpousBoacTreHHasi : 63/RR/AP/96/F/R ’ JITI-Ne(005456)-(PI'-RU)
Homep PY
JIHLeH3HsA No
Analysis performed according ND: / Auanns npogsenen no HJ{: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeTbl yTBepxkaensi: 17.02.2025

npenenst 85%-115% ot cpenneil Macchl.
‘Tabnetkn He COOTBETCTBYIOT TpebOOBaHMAM,
ecny Gonee ueM | MHAMBUIYaNbHas Macca
OTKJIOHAETCA OT 3THX NPEACIOB WiH, ecny |
HHIMBHIYalbHas Macca OTKIOHACTCA 3a
npenensl 75%-125% ot cpeanei Macchl.

10  [Package/ YnmakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information {or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TabneTtox B |a carton. /

[IBX/TIABX//asxomunuerom 6mucrepe. |[1o 10 Tabnerok B

ITo 3 6nHcTepa BMECTE € IMCTKOM- [IBX/TIJIBX//amomunueBom 6mactepe. ITo 2
BIUIA/(BIIIEM YTIAaKOBAHBI B TAYKY win 3 GiucTepa BMECTE C JIUCTKOM-
KapTOHHYIO. BKJIa/IBIIIEM YITAKOBAHEI B TaYKy KapTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / IIpoBogUTCS IPOU3BOJUTENEM IIPH BEITyCKe MEPUOANIECKH: JUIA Kaxkroi 20-0i cepun
wii He MeHee 1 pasa B roj. ITokasareis MOXeT OBITh He BKIIOUeH B CepTuduKaT aHanu3a GUpMEL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanne: IponykT coorBercTByeT TpeboBannam HIT 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Ilposepeno: ||Checked by (AQA) / Approved by: Quality
[ToaroToBIeHO: N.V. Krishna- Quality [Tposepero (AOK): Assurance/Authorized person /
D. Latha - Quality control- [|control- Team Member Amol Ashokrao Rakshale- [|Ono6peno: O6ecneueHue
Team Member Quality Assurance- Team ||kauecTBa/OTBETCTBEHHOE JIULIO:
& Member ; S. Haneef- Quplity Assurance- Team
r\/ Member g____,

- —

Date /[lata: o _4,_q.0" ||Date /[lata: &6 W |IDate /Para: ¢ .1 902" ||Date /Hara: o[ A V15
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! °oP CERTIFICATE OF ANALYSIS
D r. Reddy S ‘-’ CEPTHO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxr: Hetpuu® TabeTKH, HOKPHITHIC INIEHOUHOH 0605104K0MH, 10 Mr
Market / PeiHOK : Russia / Poccus
Batch No. / . B2503103 Batch Quantity / . 955 KG /955 KT
Cepus Ne Pazmep cepuu
Analytical Repovrt No./ . 2002FP25002516 Date of Analysis / . 06-11-2025
AnanuTHyecKHii oTyeT No JlaTa aHaJIM3a
Date of Manufacture / . 16-10-2025 Date of Expiry / . 30-09-2028
JaTa npousBoAcTBa T'open oo
Mfg. License No. / MA number: /
IIpou3BoACTBeHHAS : 63/RR/AP/96/F/R ) JIII-Ne(005456)~(PT-RU)
Homep PY
JIaneH3us Ne
Analysis performed according ND: / Anasus npoeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeTbl YTBepxIeHnl: 17.02.2025 .
API name / HaumenoBanue A®C: Cetirizine dihydrochloride / IleTupu3uHa TUrHAPOXIOPUL
INN / MHH: Cetirizine / lleTupusnx
API manufacturer batch number / BT00-25041
Homep cepun npouspoautens ADC:
FP Manufacturer API Batch number / FBSA00206
Homep cepun cy0cTannuu npoussogurens IJID:
API Manufactured by & country / Glochem Industries Private Limited, India /
ITponssoauTens APC, crpaHa: I'noxem Mupactpuec [lpaiisut Jlnmuren, Maans
Namec, address, authorization No for I'T” manufacturing TFormulation Teeh Ops 11, Gurvey No. 42p, 43, 44p, 45p, 406p,
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
HaumeHoBaHHe, aapec, JHLIEH3USA JJisl Malkajgiri Distrist — 500090, Telangana State, India (license No
IIpousBoacTBeHHas MIomanka / Ilnomanka KOHTpoJIs 63/RR/AP/96/F/R). / TIponsBoacTBeHHOE Monpa3aeneHue-I1,
kadecTBa / IInomanka Belmycka Vuaactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u §3, badynamu
Bumnamk, bauynamwiu Mannan, Mendan Manakamxrupa
Juctpukt — S00090, mrar Tenanrana, Munua (JIuuensus Ne
63/RR/AP/96/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 of the Eurasian Economic Union 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 of the Eurasian Economic Union is established».

3akmiodenne o coorBeTcTBUM: «HactodmuM s moAaTBepkaaro, 4To NMpHUBEACHHAS BhIle HMHpOpMals ABIAETCA JOCTOBEPHOH U
TOYHOH. JTa cepus MPONYKUHM NPOM3BeAeHa (BKIIOYAs YNAKoOBKY (MapKHpOBKY) M KOHTDOJNh KauecTBa) HAa BBIICYKa3aHHOM
NPOU3BOJICTBEHHOM IUTomanke (IUIOIManKax) B IOJTHOM COOTBETCTRBHH ¢ TpeGoBanusmu [Ipapun Hajexaiell Ipou3BOACTBEHHOM
TIpakTHKKM EBpasuiiCKoro 5KOHOMHYECKOTO COI032 M TPeOOBaHMAMH KOHTPONS KadecTBA JICKAPCTBEHHBIX CPEACTB, @ TaKXKe B
COOTBETCTBHM CO CHENMPHKALKIMH, COAEPKAMUMHUCA B PETHCTPAIIMOHHOM JOChE CTPAHBI-UMIIOPTEPa. 3aliCH 110 HPOM3BOJICTBY,
yNakoBKe M aHaIM3y NPOBEPEHBI, M YCTAHOBICHO HMX COOTBETCTBUE TpeGoBaHmsM [IpaBmn Hamexalneil NMpOH3BOACTBEHHOM
IpakTuka EBpa3uiickoro 5KOHOMHYECKOTO COK3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpogykT cooTBETCTBYET TpeboBarmam HT 3axnwuenne: OJJOBPEHO
Prepared by / Checked by / IIpoBepeno: [[Checked by (AQA) / Approved by: Quality
HoaroroeneHo: N.V. Krishna- Quality ITposepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||control- Team Member Amol Ashokrao Rakshale- ||Omobpeno: Obecneuenue

Team Member Quality Assurance- Team ||kauectBa/OTBETCTBEHHOE JIUIIO:

L&L‘ Xg Member S. Haneef- Quality Assurance- Team
r/\/ Member id

Date /J1aTa: ol _,H/j/ovf’ Date /Jlamﬁgc\\-‘)b'l*t Date /[lata: 9{_",.'!.—’?)""“"; Date //Iara: OE’)-#[{‘-%ZS




